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MEDICARE’S DMEPOS COMPETITIVE
BIDDING PROGRAM

TUESDAY, MAY 6, 2008

U.S. HOUSE OF REPRESENTATIVES,
COMMITTEE ON WAYS AND MEANS,
SUBCOMMITTEE ON HEALTH,
Washington, DC.

The Subcommittee met, pursuant to notice, at 1:00 p.m. in room
1100, Longworth House Office Building; Hon. Fortney Pete Stark
(Chairman of the Subcommittee) presiding.

[The advisory announcing the hearing follows:]
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ADVISORY

FROM THE COMMITTEE ON WAYS AND MEANS
SUBCOMMITTEE ON HEALTH

FOR IMMEDIATE RELEASE CONTACT: (202) 225-3943
April 29, 2008
HL-24

Hearing on Medicare’s Durable Medical Equip-
ment, Prosthetics, Orthotics, and Supplies
(DMEPOS) Competitive Bidding Program

House Ways and Means Health Subcommittee Chairman Pete Stark (D—-CA) an-
nounced today that the Subcommittee on Health will hold a hearing on the
DMEPOS Competitive Bidding Program. The hearing will take place at 1:00 p.m.
on Tuesday, May 6, 2008, in the main committee hearing room, 1100 Longworth
House Office Building. In view of the limited time available to hear witnesses, oral
testimony at this hearing will be from invited witnesses only. However, any indi-
vidual or organization not scheduled for an oral appearance may submit a written
statement for consideration by the Committee and for inclusion in the printed
record of the hearing.

BACKGROUND:

Currently, Medicare payment rates for most types of medical equipment and sup-
plies are based on fee schedules. The Medicare Modernization Act of 2003 (MMA)
required that the Centers for Medicare & Medicaid Services (CMS) use a competi-
tive bidding process to contract with suppliers and other providers for certain types
of equipment and supplies. The Competitive Bidding Program will be phased in over
time, starting with 10 of the largest Metropolitan Statistical Areas (MSAs) in 2008
and expanded into another 70 MSAs—including New York, Chicago, and Los Ange-
les—in 2009. MMA gives CMS the authority to expand the program beyond those
80 areas starting in 2010 and allows the agency to adjust DMEPOS payment rates
in areas of the country that do not fall under the Competitive Bidding Program.

In early May, CMS announced preliminary results of the first round of the bid-
ding program. Based on contract offers, payment rates will be reduced by an aver-
age of 26 percent in the ten areas covered by round one. However, concerns have
been raised that some suppliers were improperly excluded from the bidding process
and beneficiary access to certain types of equipment could be reduced in areas af-
fected by the program.

In announcing the hearing Chairman Stark said, “We have heard from both
suppliers and beneficiary advocates that the DMEPOS competitive bidding
program is not working as well as it is supposed to. I look forward to hear-
ing their concerns, as well as from CMS, as we consider whether changes
need to be made before the program is further expanded.”

FOCUS OF THE HEARING:

The hearing will focus on implementation of the administration of Medicare’s
DMEPOS Competitive Bidding Program.

DETAILS FOR SUBMISSION OF WRITTEN COMMENTS:

Please Note: Any person(s) and/or organization(s) wishing to submit for the hear-
ing record must follow the appropriate link on the hearing page of the Committee
website and complete the informational forms. From the Committee homepage,
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http:/lwaysandmeans.house.gov, select “110th Congress” from the menu entitled,
“Committee Hearings” (http://waysandmeans.house.gov/Hearings.asp?congress=18).
Select the hearing for which you would like to submit, and click on the link entitled,
“Click here to provide a submission for the record.” Follow the online instructions,
completing all informational forms and clicking “submit”. Attach your submission as
a Word or WordPerfect document, in compliance with the formatting requirements
listed below, by close of business Tuesday, May 20, 2008. Finally, please note that
due to the change in House mail policy, the U.S. Capitol Police will refuse sealed-
package deliveries to all House Office Buildings. For questions, or if you encounter
technical problems, please call (202) 225-1721.

FORMATTING REQUIREMENTS:

The Committee relies on electronic submissions for printing the official hearing record. As al-
ways, submissions will be included in the record according to the discretion of the Committee.
The Committee will not alter the content of your submission, but we reserve the right to format
it according to our guidelines. Any submission provided to the Committee by a witness, any sup-
plementary materials submitted for the printed record, and any written comments in response
to a request for written comments must conform to the guidelines listed below. Any submission
or supplementary item not in compliance with these guidelines will not be printed, but will be
maintained in the Committee files for review and use by the Committee.

1. All submissions and supplementary materials must be provided in Word or WordPerfect
format and MUST NOT exceed a total of 10 pages, including attachments. Witnesses and sub-
mitters are advised that the Committee relies on electronic submissions for printing the official
hearing record.

2. Copies of whole documents submitted as exhibit material will not be accepted for printing.
Instead, exhibit material should be referenced and quoted or paraphrased. All exhibit material
not meeting these specifications will be maintained in the Committee files for review and use
by the Committee.

3. All submissions must include a list of all clients, persons, and/or organizations on whose
behalf the witness appears. A supplemental sheet must accompany each submission listing the
name, company, address, telephone and fax numbers of each witness.

Note: All Committee advisories and news releases are available on the World
Wide Web at http:/ | waysandmeans.house.gov.

The Committee seeks to make its facilities accessible to persons with disabilities.
If you are in need of special accommodations, please call 202—225-1721 or 202-226—
3411 TTD/TTY in advance of the event (four business days notice is requested).
Questions with regard to special accommodation needs in general (including avail-
ability of Committee materials in alternative formats) may be directed to the Com-
mittee as noted above.

——

Chairman STARK. I apologize to our witnesses and guests, but
Health and Human Services has been calling procedural votes on
the floor of the House in an effort to prevent this hearing from
going forward. We're pleased that we’re here at any rate to review
the development and execution of the “Durable Medical Equipment
Competitive Bidding Program” mandated in MMA of 2003, and the
program was to be phased-in over time. It started in ten of the
largest metropolitan areas already and scheduled to move rapidly
to another 70 areas in 2009 and may then be taken nationwide.

While durable medical expenditures are a very small part of the
overall Medicare spending, we think about 2 percent, all of us are
well aware the changes to this benefit will have a significant im-
pact on suppliers and beneficiaries in each of our districts all over
the country. Spending has been growing rapidly in this area, and
that provides good cause for review of how we pay for durable med-
ical equipment.
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This hearing was called because of the concern from colleagues
who are hearing from the suppliers in their communities and this
is something that affects every district; and, as this change would,
it’s vital that we perform oversight. We’ve learned, so far, not much
from this program. CMS will update us on their thoughts in a few
minutes, but there are a few points that I’d make first.

The good news from this demonstration is it’s apparent that com-
panies that are willing to take Medicare’s business at a far lower
price than the current fee schedule rates. The estimate is that
Medicare would save 26 percent over the current fee schedule.

That’s a big savings. The accreditation process is also important.
The DME industry has been a service industry and it’s had exces-
sive fraud and abuse, mostly because it’s not very expensive to
start up a line of business and there’s been little oversight to en-
sure that the businesses are legitimate and the accreditation proc-
ess is a positive step and I applaud it.

There are many questions about the process used by CMS to im-
plement this first round demonstration. Preliminary numbers pre-
sented to the Congressional staff at a recent briefing indicate that
out of 1,005 applications, 630 were rejected for lack of proper docu-
mentation.

That’s more than 60 percent of the applicants. A refusal rate of
that percentage does not show the market working. They weren’t
excluded because they failed to meet the standards, they were ex-
cluded because they didn’t understand the rules or couldn’t follow
the directions and fill out the paperwork properly.

I will wait for CMS to provide their testimony, and we can dis-
cuss their thoughts on this first round process. At a minimum, it
seems there should be strong lessons learned, and how we can do
it better. If this process is going to be repeated hundreds of times
around the country, my question is whether there is value added
to repeating this process again and again in each and every com-
munity.

Might Medicare be better served and significant administrative
costs saved by requiring all suppliers to meet the new accreditation
standards and then taking what we learned in this first round to
change the fee schedule by which we now pay for DME. Those im-
provements can be done once and will immediately be in effect na-
tionwide. That for one idea seems simpler and much fairer and less
disruptive to suppliers and beneficiaries.

We can continue this discussion after we have heard the testi-
mony, and I would like to yield now, if I may, to the distinguished
ranking Member of the full Committee for comment.

Mr. MCCRERY. Thank you, Mr. Chairman.

I wanted to come by the hearing today for a few minutes, be-
cause I think this is a very important subject. The Subcommittee
and some in Congress are contemplating taking what I think would
be a step that ought to be taken with great caution, because I be-
lieve that this program is outlined in legislation that we passed a
few years ago does hold out some hope for hoping to control costs
in this portion of the Medicare Program.

I think the Chairman just outlined very well the considerations
of the Subcommittee ought to take up and examine, and I have
thought about the solution that the Chairman just suggested,
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which would be to require some sort of certification for all vendors
of durable medical equipment and then reset the reimbursement
rates for the various devices at a more appropriate level. But I
think, Mr. Chairman, what we have found through the years with
Medicare is that it’s very difficult for us to keep pace with the re-
ality of the market in terms of setting prices; and, inevitably we
are behind the curve. I just hesitate as a single Member of the
House and Member of this Committee that has jurisdiction over
this matter, I hesitate to take action which would possibly threaten
the existence of this new competitive bidding approach. I hope that
we can arrive at some solution that gets at the particular problems
that the Chairman pointed out in his opening remarks without
throwing the whole thing over the side, and give it a chance to
work. Let’s see what happens.

I would prefer that, Mr. Chairman, to junking the whole thing
and then trying to reset the prices at the appropriate level. I just
think particularly in this segment of Medicare it’s going to be very
difficult for us to do. It seems that the pilot project is in place now
and soon to be expanded to only ten regions, only ten in the whole
country.

We have a chance to learn from the mistakes of this round and
employ some better procedures in the next round. That’s why, if
the Chairman will recall we did phase-in this program slowly over
time so we could learn as we go along.

So, I just wanted to come and urge the Subcommittee, Mr. Chair-
man, to delve into this and be very careful about actions that the
Subcommittee suggests for fear in my view of jettisoning this ap-
proach before we even get a chance to see how well it works. I ap-
preciate the Chairman letting me speak.

Chairman STARK. I'd like to associate myself with your re-
marks. If no other reason, we're faced with a budget dilemma. If,
in fact, we cancel the program, there are projected savings of mil-
lions of dollars, and how do you get that. So, I don’t think that the
idea of just wiping the slate clean is an alternative and I certainly
wouldn’t want my remarks to be construed, and I know yours
weren’t. The question is what can we learn and how could the sys-
tem be improved.

Mr. Camp, do you have?

Mr. CAMP. Thank you, Mr. Chairman.

Chairman STARK. Thank you.

Mr. CAMP. Well, thank you, Mr. Chairman. I thank you for con-
vening this hearing on this issue of the competitive bidding of du-
rable medical equipment and Medicare.

I think we need to examine Medicare’s payments for these types
of supplies to ensure that beneficiaries get the best quality care
and the best equipment at the best price.

We have heard a number of complaints about how this program
is being implemented, and I think it’s important to remember how-
ever how we got here, because Medicare does use its negotiating
power to administratively set prices for durable medical equipment
along with a number of other goods and services that it covers. I
think if there’s one lesson we should all take from this situation
it’s that the government often does a lousy job when it comes to
setting prices.
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We’ve had a number of government audits and reports that have
highlighted how Medicare was overpaying for certain types of
equipment, and these reports by GAO and the HHS Inspector Gen-
eral compared Medicare’s payments rates to other purchasers
found that Medicare paid more than all other payers for certain du-
rable medical equipment. These reports triggered the mandate by
Congress for the demonstration projects to develop an alternative
to the government setting prices for DME.

CMS conducted competitive bidding demonstrations in Florida
and Texas and I know we’ll here testimony about how that resulted
in savings of nearly 20 percent overall on each site, and, obviously,
the access and quality remained unchanged there. But, even
though CMS has made a tremendous effort in getting this program
successfully underway, there are problems. We've all heard about
those problems, particularly relating to the submission of bids and
questions about whether the bid winners will have the ability or
the capacity to serve existing Medicare populations.

While suppliers argue these issues will limit access for bene-
ficiaries living in certain areas and will decrease the quality of
services they receive in the short term, I am concerned how these
issues could ultimately reduce the number of providers that supply
these items and actually increase costs in the long run. So, I be-
lieve we need a way to resolve these implementation issues as
quickly as possible.

If the government continues to set inaccurate prices or fails to
truly create a competitive environment, and I frankly think com-
petitive bidding as it’s currently structured is not an accurate de-
scription of what’s going on. But I don’t think we’ll see any winners
if we don’t fix that, so we need to refocus, I think, on the overall
goal of this program. Use the market to drive down costs to make
Medicare more financial stable and secure; and, it’s a lesson I think
we would be wise to use in the entire health system.

I think we are going to hear some comments about accreditation
and I think that would be a good way to move ahead in terms of
making sure that those providers are doing a good job. So, I look
forward to the testimony today. I thank the Chairman for this
hearing and I yield back my time.

Chairman STARK. We will now hear from the acting adminis-
trator of the Centers for Medicare and Medicaid Services, Mr.
Kerry Weems.

Kerry, welcome back to the Committee, and we have your pre-
pared testimony and your colorful exhibits. Why don’t you proceed
to enlighten us or expand on your testimony any way you’'d prefer.

STATEMENT OF KERRY WEEMS, ACTING ADMINISTRATOR,
CENTERS FOR MEDICARE AND MEDICAID SERVICES

Mr. WEEMS. Thank you.

Good afternoon, Mr. Chairman. It’s a pleasure to see you again,
Mr. Camp.

I am very pleased to be here today to discuss the durable medical
equipment prosthetics, orthotics and supplies competitive bidding
program. I think this will be an excellent opportunity to dispel
some of the rumors and talk about some of the facts.
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This major initiative will reduce beneficiary out-of-pocket costs
and improve the accuracy of Medicare’s payments, help combat
fraud, and ensure beneficiary access to high quality items and serv-
ices. The initial round of competitive bidding is now complete, the
bidding window officially closing on September 25, 2007.

We received a total of 6,209 bids; and, of the bids received, 1,335
were winning bids. We exceeded our target on small supplier par-
ticipation and offered 64 percent of the contracts to small suppliers.
As of April 18, 2008, 1,254 contracts have been signed out of those
offered, translating to a 96 percent acceptance rate. We expect to
be able to announce the contract awardees next week.

When the new payment rates take effect on July 1st for Round
I bidding areas, the beneficiaries will begin saving money on ten
of the most commonly used durable, medical equipment supplies
such as power wheel chairs, oxygen, and diabetic testing strips.

Let me give you an example of these savings. This is a box of
blood, glucose test strips with 100 in the box. In Cleveland, under
the current fee schedule, the price of this exact box is $73.86, of
which Medicare pays $59.09, and the beneficiary pays $14.77. Due
to a successful, competitive bidding program, on July 1st, this same
box in Cleveland will drop to $42.00. That’s a 43 percent savings,
and it’s worth $6 and $37, per box, to the beneficiary, or $70 a
year.

Let’s take another example. Power wheelchairs, as you can see
on the chart to my right, beneficiaries in Miami currently pay $805
for this particular wheelchair. Medicare pays 80 percent of the cost
or $3,219. Now, after competitive bidding, the beneficiary in Miami
will pay $563; and, Medicare’s payment will drop to $22.53. It’s a
clear example of how the program is going to save both the bene-
ficiary and the government money.

CMS is conducting an aggressive, education and outreach cam-
paign to ensure that every beneficiary, partner, provider, and sup-
plier knows how to use the program and to ensure a smooth transi-
tion on July 1st. As you can see from the second chart in front of
you, CMS has begun a significant outreach campaign.

We started with several education activities ranging in activities
with various media outlets to list serve announcements and train-
ing. Later this month, we will be announcing Round I suppliers,
and we will be posting them to Medicare.gov, Our website. Will fea-
ture a supplier finder tool with contract supplier location informa-
tion as well as a list of the products a particular supplier will offer.
This will not only assist the beneficiaries, but also the providers.

In June we will conduct a direct mailing to all Medicare bene-
ficiaries in the Round I area. This mailing will contain a letter, a
brochure that outlines a new program and list of all contract sup-
pliers in their area. Medicare has developed the beneficiary fact
sheet; and, this will be not only available on our Web site but
through partner groups and through physicians. Our partner
groups are crucial to a smooth transition and we will be relying
heavily on them to assist us. My staff and I have been in contact
and will continue to be in contact with our partner groups to edu-
cate them on this program.

CMS will monitor the performance of contract providers through
beneficiary satisfaction surveys, tracking the volume of questions
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and complaints that SHIPs and 1-800—Medicare receive will track
the shift from non-contract to contract suppliers for competitively
bid products comparing before and after July 1st.

We will track the number of advance beneficiary notices issued
by non-contract suppliers and competitive bid areas for competi-
tively bid items to gain insight into where the beneficiaries are ob-
taining their products. All of these activities will help us keep cur-
rent on what’s taking place on the frontlines.

Once our program begins, our regional offices will respond to
general inquiries from beneficiaries. They may also refer questions
and complaints to 1-800-Medicare, which will be the primary point
of contact for beneficiaries. Questions or complaints can also be re-
ferred to the claims processing contractor or the local Ombudsmen.
All questions and complaints will be tracked for internal reporting
purposes.

CMS is committed to the success of this program. We set out to
provide the beneficiaries with quality items and services; and at a
lower price from reliable suppliers in their communities. We have
the lower price. We have reliable suppliers, and we are in the proc-
ess of educating beneficiaries on this new program. Our extensive
monitoring network will signal any issues that arise and allow us
to move to correct them quickly and efficiently.

I appreciate your time and the invitation to testify before you
today. I'd be happy to answer any questions you have at this time
or address any concerns you have about the process to date.

[The prepared statement of Kerry Weems follows:]
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snatiarical aress (M SAs) on July |, 3008, Medicare paveent 1o suppliers will be
cafiilaed hueed en commpetitive hids sasianal by aceredined sapplee (mesting hath

guality and firancal sandrds] who were manded comtrcts i desipraied compslibe
bididing mreas. "Winning suppliers then compeie to serve beneficaries on ihe basis of
uiglity amd clestorser seriee, Reguinng supplices e submil bids, inchading inSomiation
on price. accreditation. and financial standards will ensure secess in high-qualsty medical
ceuipment i a mone reasonsbde prce o beneficianes and the Medicare program.  These
changis, which resall m mere secersie prcing and imprenoed engmaghl, also Supg
CME" effons to reduce Medicare waste, fraud and abese,

IEeneficinry Savings

The suecess story of DMEPOS competitive budding is the amoum of’ money thn

barneficiries will s a5 5 sl ol lewer eoinsurng: aomoss the bosml G thes
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prosiucts, Compettive bidding has suceessfully mduced the amounl MoScare willl pay
| hies broughit the penment amaunis in line wich thai of o competitive markel. Whes
Fully implessemal in 2000, the pregras s projeciad s sve Mealicars and tixpayens 51
bilkiom am'nnll]r: — ani these =avings will directly translate o lower coinsurance for
bemeliciones. Funher, the projected overall sovings w Pan B of the Medicare program
shouhd alow B annoal e o B Parl B premiry ©Wdican: Beneliciaries pay cach
maonih.

Across all 10 MEAs and in cach product colegory, beneficaries will see s average
savirgs of 26 percent when the sew payment ates go mo effect July 1, 208, For
enample, benelcanes in Orlanda who we ovygen will sive 32 percent, Belore
competitive hidding, Medicare paid $199.18 o mont for oxypen rental in Orlando and
after the hid process; the price has been redoced wo S140LE2 per month. The beneibeiary,
whea Baa hevn piving 83986 per momth, will son be panvimg 528,17 per monthy, g mavings
of &14ik per year. In Charkotie and Cincinnati, beneficizrics will save 310 percent, Miami
beseliianes will aave I9 percent, Fistshurgh 28 percent, Cleveland I7 percent, Kaneas
City 15 porvent, Dallas 23 purcent and Riverside 22 percent’,

Averape smvings generabed e these commonly usal iens, oe which Medicine paye B
porrent and beneficianos pay 20 peroet of the allowed amount following payerem of the
arzunl Pant B deduciible, b summarized in the follwing chan®;

Cuirren Mew
Hems'Perind of Adlowed Allowed Medicare Beneficiary
Sarvice Amount®® | Amour®** | Savings 8% ol | Savings 30% of
Difference Drifferemee
Cuncentratir
Per muaith p ] § 14082 HATY | BI1.69

* Fiaderall Regimer, Apeil 10, 2007 page | BT
"CWIMA i derived from bid resulis

A b ks =l srch Ty = LSl oy - MHsS s Ui = IMEsrchiThe =& greb Uip < MG anehil g =S karpraind 1



Peryear | S239136] 3168984 _S361.M $140.78

Perdyeas® | STITA0H|  S506057|  SISRT2 | SANORA

Huspital Bed

Pir month 514046 F99.TE £3I94 5824

Per 13 o his® 51,474 TH 1,02 5345 Kh &0 AR

DHalstic

Supplies

Per month A1 &R 4T 53 £28.12 5703

Pier wsar 5007 16 5570 L6 §337.44 R 36

Per 3 vears 52,076 48 51,71 1.08 51,0232 25344
" takes crear ownarship of aqupmant aftar and of rental payiment pankod

Banaficiary
 20% of curmant and now allowad amourt ks paid by the beraficlary oul-ol-pocke

Ty the: coampetitive bidding arcas, Medicare suppliers ane curmently poid based on e
schedule amaunts that average 28268 per month for digbetic westing sopplies { 000 [aneets
and et strips) of which the beneficiory pays 20 percent |approcimately 516,54 per
enonth on average). The payment is the same regardiess of whether the sapplics are
il 1o the beneliceary™s homi or purchassad al kdal siooslomts (o.g., pharmacies ).
Ureder the competitive hidding program. the average Medicare allowed manthly payment
ameunt for these sapplies in te competitive bidding areas will be reduced by 43 percent
Troms SE2. 64 50 S4T53, in those cases whene the beneficiary choosces o obiain the
supplies on a mail order basss, 1P the beneficrary does nol wish o recerve their
replocement testing sapplies an o mail arder basis, they can elect 4o obeain them from a
kacal storefroed wich no reduction in the albowsd payment amount of Beneficiany

COMTE UGG Amousl,

Oiuircach
ChS ix making greal afTiors 1o ensune the program’s sucoess. Our outresch plam includes

extensive commumication o four major calegories of stakehokders: beneficianes, pariner
wroeaps [ the loeal Area Agencies on Aging, the Saete Health Insuramce Assistance
Progesms (SHIPE), beneficiery advocacy proups amd ather local erpanizatioes that come
m canlact with Medicare beneficiares). providers (dociers, social workers, discharge
planners and athers), and DMEPOS suppliers {including the new coniresct suppliers, non-
contract sappliers and grandfamhensd ron-comract supplies)
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Chur bzneficiary outrgach will include a dircel mailing to all beneficianes in the Bound |

M5 AR, which will comsm a lemer, a beochure thal parkines e new program and a lel o
all Medicare DMEPOS contract suppliers in their M5A. A beneficiery faer shest = alsa

available, and will be available through pariner groups and providers. We will also rely

hesavily om i partagr proups e assied i this resilion. My sgafland [ ave Been in

comtact with, ond will continue g meet with parmeer groups oo educate them on this

program amd ask for seppori as the program is implememed.

Prowider outreach includes doctons, socal workers, refemal apents, discharge panners
urd oahers. This informatian is delivered through the Centers for Medicare Manapement
li=tservs, Medicare Leaming Metwork Matiers asticles, iraiming sessions, and
lelnferemees. Provider muirssc aims w educan: provslers an baw w0 consmmicane
with the hemeficiary about this new program amed whene o reder their Medic ore
beneficiaries who peed DMEPOS. The communicatson picces are delivered througs the
s avemiees i e chnical program requirements a8 well as fhrough el and nilicnal
medical, social work, refemal agest and discharge plassing orgonizations. We ane
corsidering conducting a direct mailimg to the providers as well.

DIMEPLYS seppdicrs ane resched through tee provider mnmeach methiod &5 well as through
the Competitive Bidding Implemenimion Contraceor (CBIC). Throwghout the bidding
pracess, the CHIC, in conjunction with CM3S, defiverod miormation asd messages o
siippliers 10 Eeaist i understandieg the program and ils requiscments o cmail
messages, the CBIC websiie, hidders” conferences, ieleconierences ond direo
comversations. Soon, o program manual, outlfiming fechnical program requiremants
including policics and claims proceasing ragurements will be avileble o spplicrs on
the CriS website, All suppliers, including the sew contmet seppliens, non-conimt
suppliers and grandfathered pome-contract suppliers will receive an email notics that
informalm aboul progrim ragemements s maikable,

Chur castreach strategy is adminissered both of the national and the regional level. Our
CMS Rarpgionad OFice sialT herve targeetisd local orpanizations, including local Chambars
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of Commmerce, Shale Dvparimends of Insurance aed focal elecied officials o reque that

they share infoomation with their members of consiueses,

Uhice the progras Beping, Regions] (e may respomd o genersl inguiries Toen
kneficianes and smkebodders and may refer mquines/complaints thm are beneficiary or
claims spicific #o 1-300-METRNCARE, which will b the primary poand of canta) for
kenefloisnes. |nguiries and compleims will alsn be refeamed o the DME claims
processing contractar or lecal smbudsman depending wpon their nabure and scope.
Inquiries and comgelaings will he macked fir intemal repoming pumpeses,

In oidler Vo enigiare: fhal beneficarie ane ahle 1o aoees gquality IMEPOS, s wall be
maniioring the program chosely o multiple levels. CBS s commitied 1o ensuring a
srmerth transition for benelciamnes, providers and suppliers whin the now paymesd mics
take effiect om baly 1, 2008,

& The perlormeses of contrmet seppeers will be mosmtoned throogh beneficiary
satisfaction surveys thal measure beneficiaries’ kevel of satisfaction with the
pervace ey reconve umder the competinyg hidding prograem

e MBS will trsck the member ol questions SHIPs receia about DIMEPOS msoes.

= CMS will treck volume of questions and roguesis for DMEPDE miformation om -
HiH-MEMRCARE,

o UWS will irack passenle aid clivims W o -son e b supplicrs. Bod
grandfatkered supplies.

w5 will reck number of Advence Benellciory Motices (AHMS) ssoed by non-
cantract suppliors in o compatitvely bid area (CEA) for competitively bid derms.

= CM5 will rack the shift from non-coniract to contract supplers for the DMERQS
comnpetatively bid products, aompirmg befon: and aller Faly 1 and over i,

Tidding

The initial rourd of DMEPDS competstive baddeg (Bound 1) is now complete with the
idding wimdow officially chosing on Septembaer 23, 2007, We received a total of 6209
bnicks it the competitively hid prosdhacis meooss a8 10 Meropalitan Satisteal Areas
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(MSAs) OF the bids recvived, 1,335 were winning bids. Chur tamget For small supplier
et pathien was excealed, with &4 percent of contracts ofTered 10 small supplicrs
Winming bids were offered & contract sd os of April 18, 2008, 1,254 contracis have boen
sigmid by fhe suppliers, 3 B percent scoepdance rate,

In crder toensure that bidders were fully informed abon this new program, CAS made a
significant ¢ Mool e edhecite anmd comimunmcate wilh polential biddas on the bikling
process, incleding, the required documentaton, and the niles and procedures for
submitting & swooessful hid. Prefiminary edocation began months. before the Final
repiilanion war swvued, and the Formal edueation campangn Bepss on April 2, 2007, the
ey the finad regulation was released. Also in April 2007, CMS hosied a special Cipzn
Droor Fomum on DMEPOS competitive bidding in which more than |44 suppliers
pestcipaiad. Price 1o epening the sppbier bid window on May 15, 2007, CMS
established o dedicated websine’, with 2 comprehensive amay of imporisst information
for suppleers, incloding a wol ks, Gt shects, weboasts, and cueestioms and answiers. CMS
s held Clpen Door Forums, hidders” conferences, and sent lislsery announsements in
order 1o disseminate key information sbout the progmam.

ChS established a formuls for selecting the nunsber of winning hids e eneune the morne
than enough suppliers were scheoied to et the demand for DRERPCS in a particular
i, This means el benefictiries will have aeeess up the services ey need, amid that
commpelition among winning suppliers, hased on gaality, cusiomer service, will provide
beme Ficiarics with good chaices on whene they soek care,

The program includes an asti-dscrimination palicy, requiring supplicrs to provide the
s ibemes o Medicare beneficiaries as they do for their other custormers,  Addstionally,
OIS s iniciacing a prodect resganency program and will he posting a lstof all
supplizrs and the brands they carmy on our website 1o facilitate choice for beneficianes
sl hesir Eamillics

" wewns drseconieit vebed com
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Finally, important aspecis of this new program are the quality standands, accreditation
program, and lnancial standards, Accreditaon and quality sandands will resuln in
imgroved quality snd customer servies, whike finaneinl stnndards will ensure thas
Medicare contracts with financially sound suppliers that ane able 1o meet beneficianies
care nesds for the lomg termy For example, thas will diminksh coneerms abol
substandard sappliers that have less than satisfaciory business practices, a substantial
probdem in some areas of the country, These programs will result im imgroved cversight
by CWIS, and improve the quality of supplicrs serving our heneficiarics,

Cuclusion

The first round af the ermpetitive bidding process has proven o he successfil. Medicane
beneliciaries will realize, oo avemge, a 26 percent savimgs on their commuonly used
DMEPDS, CMS bas slicady bepun an sgpressive outfeach and ediscation camguign in
arder 1o ensure a smadth trarsition come July I We set ot to prosvide beneficiaries with
quality DMEPOS, m a lower price. Irom reliable suppliers in their commumilies. We
have the lawer price, we have relinble suppliers and we are in the process of educating
heneficiaries of this now progmm. Clur extensive mondlonng netwaork will signal amy
issnis (bl arisc and allvw s 0o move e corrdet e quackly and ¢ Ty,
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Chairman STARK. Well, thank you.

I think our concerns are legion; and I guess I will just pick on
what I think the process, I have no quarrel with bidding, is one
that causes a great deal of unnecessary concern. I would just point
out to you that the Federal Government goes to a lot of extremes.

I mean, we do have no bid contracts with Bechtel and other com-
panies like that where we just award it to our friends. Then, GSA
on the other hand buys 10s, if not hundreds of thousands of vehi-
cles. They do not give the Chevy dealer in Washington, D.C. an ex-
clusive, if that Chevy dealer bids lower. They happen to have the
manufacturer’s bid, and then the manufacturer ca determine where
the car is delivered, through what dealer.

In the case of automobiles, if there’s some preparation required
by the dealer or added equipment, the manufacturer pays the deal-
er. But there theyre principally dealing with three or four major
suppliers to bid, major manufacturers to bid, and the suppliers are
all still allowed the dealers to continue.

You have a picture here of a wheelchair in Miami where, I guess,
we've saved a thousand bucks, the Federal Government; but is it
not correct that in Miami there will be only one dealer that will
provide these wheelchairs?

Mr. WEEMS. That’s not correct. No.

Chairman STARK. Well, how does that happen to be?

b (liVIr. WEEMS. The way the bid process worked was we asked for
ids.

Chairman STARK. Yeah?

Mr. WEEMS. We also estimated we knew historically the num-
ber of wheelchairs that were provided in that area.

Chairman STARK. Okay?

Mr. WEEMS. We asked suppliers for an estimate of their capac-
ity, but we’d let no supplier go above 20 percent of the market.

Chairman STARK. So, it’s got to be five dealers, minimum. How
many were there before the bidding process do you suppose, 100?

Mr. WEEMS. I would not speculate, sir.

Chairman STARK. Whoa, wait a minute. You ought to know. I
1(1on’t ;zvant you to speculate. How can you be doing this if you don’t

now?

Mr. WEEMS. I can provide it for the record, if you like.

Chairman Stark. Okay, well, let’s suggest that there were 50. So,
you?just put 45 of them out of business. What good does that do
you?

Mr. WEEMS. Well, 19 were successful in that area.

Chairman STARK. Yeah, but you told me you are only going to
take five.

Mr. WEEMS. No. No. No, if they said they could take 20 percent
of the market, then we would count it.

Chairman STARK. And 19 had the same bid?

Mr. WEEMS. No. That’s not the way the bidding process works.
Sorry. We took their estimates of capacity up to market clearing up
to the point where all the capacity in the market would be taken.
They had each bid a price; and, at that point, we took the median
bid flg)m that successful group. That’s the way the price was deter-
mined.

Chairman STARK. Why didn’t you take the low bid?
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Mr. WEEMS. We took a look at it. We wanted to make sure we
would have enough suppliers in the market. The median bid was
the place that we chose.

C‘l?lairman STARK. But basically you just set the price, didn’t
you?

Mr. WEEMS. We chose the medium price of the prices bid.

Chairman STARK. That sounds like price setting to me. You may
want to call it something else, but I think Boeing would like to
have you arrange for taker bids, but my point is that sometimes
you're bidding and sometimes you’re not. When it suits your con-
venience and you manage to get an awful lot of suppliers all
steamed up, one would think that you could find the savings and
still allow many of these businesses to continue.

In your testimony you didn’t suggest any changes that you might
make in the program. Are there none that you can think of that
would improve the program?

Mr. WEEMS. I think the change we would make for Round II is
to make it very, very clear to bidders that the responsibility lies
with them for supplying complete documentation for a bid.

Chairman STARK. So, it’s not your fault; it’s theirs. What you’re
really saying is you want to make it clear to the bidders that if
they can’t understand your instructions, they’re out of the game.

Mr. WEEMS. If they’re unable to provide adequate documenta-
tion, yes.

Chairman STARK. What if you’re unable to provide instructions
that are intelligible. Did you ever think of that?

Mr. WEEMS. Well, we did think of that and we had a number
of suppliers who were able to provide us with completely docu-
mented, successful bids.

Chairman STARK. So, that absolves CMS of any, in other words,
what you’re saying to this Committee is there’s nothing that you
think 1s wrong with this system.

Mr. WEEMS. I can’t think of anything that I would trade it for.

Chairman STARK. That’s all right. Thanks. That shows your
usefulness as a witness.

Mr. Camp.

Mr. CAMP. Well, I would just have to say that Mr. Weems, this
is process where some people were not allowed to bid; and, so
what’s happened is there’s an exclusive group of providers that are
now going to be providing this equipment; and, I think we both
agree that we’ve had a decade of testimony from GAO that Medi-
care is paying higher than market rates for DME.

But, what I would like to hear from you is a way to reform what
you've been doing, because I would agree with Mr. Stark that I
don’t think this process has been one that stands scrutiny. So, if
you could help us with a way to move forward, and this is not com-
petitive bidding. I mean that may be the term it has, but it is a
structured price setting and I think there’s another way to design
this to get the result where there’s, you know, more competition
brought into this system. Yet, there’s still choice of providers.

I know that there’ll be at least five providers from your testi-
mony. No one can have more than 20 percent of the market, but
I don’t see any problem with having more than five providers, or
more than 10 or 15 providers in an area. Particularly what I am
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concerned about is information I have been hearing that some pro-
viders are going to parachute into areas of the country that they
have not had any history; no infrastructure.

I do think that not all this equipment is just dropped off. There
is a service aspect to durable, medical equipment. Sometimes you
get it and it doesn’t work and you need to get another one. So I
think the goals that you are trying to achieve are laudable. I un-
derstand those and I appreciate those.

What I would like to hear from you is not that everything is okay
and we are just going to move forward with this system that we
have designed, but is there some way that we can improve upon
this, because I think the contractor who was hired to implement
this has not done you a good service.

So, if we could find a way to move forward and accomplish the
goals that we have been hearing about for more than a decade be-
fore this Committee, but, so, I guess I'd like to hear from you some
ideas on how to move forward with that. I think the comment on
accreditation and why not have more bids and in the structured bid
setting I just have some problems. So, I guess I would like to hear
your comments on that.

Mr. WEEMS. Well, first of all, we had to be obedient to the stat-
ute for competitive bidding; and that statute clearly contemplated
that there would be unsuccessful bidders. That the statute con-
templated people would bid a price that would be competitive,
where they could go and achieve a market share.

Now, like you, when I heard reports that a large number of bid-
ders had been disqualified for reasons of documentation, I was very
concerned about t hat. So, I sent a team of Federal officials down
to where the documents were actually received; and, for bidders
who said they were wrongly excluded, we look through 100 of the
bids and we found that the contractor was correct, that items were
missing. In fact, in several of them there was a cover note that told
us there were items missing.

Mr. CAMP. I know my time is about to expire, but let me suggest
something.

If you were to provide a 60-day window to re-examine the bids
that were disqualified due to lack of information, do you believe a
six-month delay would be necessary? Do you think a rebid would
still be necessary if you could re-examine those folks that were dis-
qualified?

Mr. WEEMS. Well, a rebid would be costly. We have looked at
those that were disqualified, two-thirds of them would not have
made it on price, anyway. So, only one-third of them were.

Mr. CAMP. Is that based on a sample? Or, is that based on look-
ing at all of the bids that were disqualified?

Mr. WEEMS. I believe that is based on looking at all of them.
So, you know, two-thirds of them were not even in the competitive
range.

You know, there are improvements we could make in the on-line
bidding system. That did not work particularly well in the fall of
this year, actually, in the summer. So, we extended the bidding
window for 60 days to be able to allow suppliers to come in. We
obviously will need to work a little bit more on supplier education.
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But, actually, I think the results of this round will provide substan-
tial education.

Mr. CAMP. Well—and I realize my time has expired—I just want
to say quickly is first these bidders were told if they didn’t have
sufficient information they’d be contacted. I realized that changed
twelve days before the bids closed; but, if you could re-examine
those bids in a 60-day window that didn’t have adequate informa-
tion and give them a chance to submit that. That’s my proposal,
if you’d think about that.

Thank you, Mr. Chairman, and I yield back.

Chairman STARK. Thank you.

Mr. Thompson, would you like to inquire?

Mr. THOMPSON. Thank you, Mr. Chairman. I do.

Mr. Weems, I just want to pick up on something that the gen-
tleman from Michigan mentioned. Your answer, you said some-
thing along the lines of this round will tell us a lot about are we
going to the next round.

Is there any discussion or consideration being given to delaying
the second round ’til we find out what we learned from Round I?

Mr. WEEMS. We haven’t announced a full schedule yet for the
second round. The statute requires that.

Mr. THOMPSON. Are you considering delaying it to learn from?

Mr. WEEMS. We are considering the schedule that we would lay
out given what we have learned here.

Mr. THOMPSON. That will give us time to take away some les-
sons learned from Round I?

Mr. WEEMS. Of course. The statute requires that we do the com-
petition in 2009.

Mr. THOMPSON. I'd like to ask you about this proposal and how
it affects an area that is near and dear to me. That’s rural Amer-
ican.

Mr. WEEMS. Yes?

Mr. THOMPSON. About 30 percent of the suppliers are in rural
areas and it takes you longer to get from one spot to another.
There’s greater distance to travel, gasoline at $4 plus a gallon. The
costs all start to tack up. What are your plans for dealing with the
disparity that the folks in rural areas are going to find themselves
slapped with?

Mr. WEEMS. Well, in the first and second rounds that we have
announced so far, those were required to be in MSA. So, they are
not in rural areas. We have a decision in front of us that is still
quite distant and will likely be made in future administration
about exactly what we do in rural areas. So, right now, we are not
contemplating competitive bidding in rural areas at this point.
Though I think that the beneficiaries in rural areas who look at the
price savings that those in urban areas have might want those
prices.

Mr. THOMPSON. Might have what?

Mr. WEEMS. Might want those prices.

Mr. THOMPSON. Well, they may want the prices, but it’s a dis-
tinctly different area and there’s different costs that are associated
with 1t. There’s access questions that have to be asked. If you have
to drive three hours in order to get your equipment or to have it
serviced, repaired or have warranty worked on it, these are all
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problems that folks in rural areas experience that folks in the city
who oftentimes make these policies have no idea what life in the
rural area is like. I'd like some assurances that rural issues, con-
cerns and access for these folks are in fact taken into consideration.

Mr. WEEMS. But they are, and we have exempted them.

Mr. THOMPSON. I guess I'd like more than just your nod and
word that they are. I'd like to better understand how this is being
dealt with.

Did you guys take into consideration a supplier’s experience or
lack of experience with a given type of equipment before you made
these awards?

Mr. WEEMS. We took into account a supplier’s ability to supply
the market. We took into account whether or not they were an ac-
credited entity.

Mr. THOMPSON. But how about their actual experience with
providing a certain type of equipment; providing a service for that
certain type of equipment? How do you determine if one is qualified
to do that at the same level that beneficiaries were experiencing
before?

Mr. WEEMS. Well, unlike the current program, we actually re-
quire our bidders to be accredited.

Mr. THOMPSON. Accredited by whom?

Mr. WEEMS. We picked various accrediting bodies for whom
they could go to accreditation. Currently, suppliers are not required
to be accredited. We do expect that all of them will be accredited
by September of 2009, but under the current regimen, they are not
accredited.

Mr. THOMPSON. I'd like to know what that accreditation takes
in in regard to the standards that they have to meet. I want to
know what it is. I think there’s some basic problems that I think
we all need to understand.

Mr. WEEMS. General provider accreditation requires we have
standards for set up and delivery, training and instruction.

Mr. THOMPSON. Whose standards? What are the standards?
Who sets them? Who reviews it? Is there a process by which folks
can wage complaints and get redress on those complaints?

Mr. WEEMS. Of course, and I can provide you in writing the var-
ious standards that we have. But we have more beneficiary protec-
tions now under competitive bidding than there are in the previous
program, and we added additional protections for quality standards
for oxygen and for complex rehab chairs.

Mr. THOMPSON. Mr. Chairman, I would hope that through the
Committee you would relquire that they submit this so we have
an understanding of how in fact they are accrediting these people
to make sure that they are qualified and able to provide the serv-
ices that all of our constituents are going to be dependent on.
Thank you.

Chairman STARK. I appreciate the gentleman.

My concern, for example, how the scooter store, some hundreds
of miles away, gets to be an oxygen provider. That stretches the
imagination of accreditation. But maybe it’s because they have
those horns on the scooters, and that squeeze the bulb and you get
oxygen.

Would the gentleman from Texas, Mr. Johnson, like to inquire?
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Mr. JOHNSON. Thank you, Mr. Chairman. I appreciate you hav-
ing this hearing.

I know you’re not a doctor, but do you have any medical experi-
ence at all?

Mr. WEEMS. No.

Mr. JOHNSON. How can you run an organization like this with-
out medical experience?

Mr. WEEMS. A number of my predecessors have not been clini-
cians.

Mr. JOHNSON. I know. I've griped about that too.

Have you ever done any work other than for the government?

Mr. WEEMS. My entire professional career has been as a civil
servant.

Mr. JOHNSON. How many years is that?

Mr. WEEMS. I mark 27 years with the government this month;
25 with HHS this month.

Mr. JOHNSON. Okay, thank you. You know, you set the price
for the medical equipment. We've already determined that. On
hearing from suppliers in the third district—it’s Dallas essen-
tially—and how the implementation is affecting them, I become
concerned.

You know, Congress can have all the good intentions in the
world, but the agency in charge is putting Congress’ ideas into
practice missing some mark, it puts us in a difficult position. The
number one issue I've heard about is the same all these other ques-
tioners have heard about. How many suppliers submitted bids to
CMS for Round I out of the Dallas area?

Mr. WEEMS. Let me see.

Mr. JOHNSON. I'll help you, about a thousand.

Of those totals, how many of those suppliers were initially re-
jected for some reason other than the actual amount of the bid?

Mr. WEEMS. About 508.

Mr. JOHNSON. 600 is the number I've got, but that’s close.

Of those suppliers, how many filed a 30-day review of their bid
package with a contractor to look at insufficient financial disclo-
sure?

Mr. WEEMS. I don’t have the Dallas area, but 346 filed total.

Mr. JOHNSON. About 300. Now, it seems to me that these num-
bers suggest more of a systemic problem rather than a supplier
here or there forgetting to include a piece of paper with their bid
package.

Would you not agree with that?

Mr. WEEMS. I would say that there is a problem with the fact
that certain financial documentation was not supplied.

Mr. JOHNSON. Yeah, but you had no cross-talk between the
guys submitting bids to tell them that they didn’t have all the in-
formation there; and, according to what I'm hearing from you, the
contractor was not telling you whether they got all the paperwork
or not. Is that true or false?

Mr. WEEMS. I was informed of that after the bid window closed.

Mr. JOHNSON. Okay. You know, would the premise of competi-
tive bidding program being you will only get a contract if you bid
low enough, and then you set a higher number, there’s some con-
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cerns that massive consolidation may negatively impact the com-
petition in bid years to come.

How do you see this process unfolding in the next year or within
the next 3 years let’s say?

Mr. WEEMS. I see substantially more competition, especially as
we move to Round II, the other 70 MSAs. I think that we’ll have
more companies come in to the market to try and capture market
share. We will have lower prices and drive down the cost for the
government and for beneficiaries.

Mr. JOHNSON. Well, as my friend here pointed out, I think a
reduction in suppliers ultimately could lead to less competition and
higher prices.

You don’t agree with that statement?

Mr. WEEMS. I'm not sure that I accept the premise. There’ll be
a reduction in suppliers.

Mr. JOHNSON. Well, if you keep setting limits on them and put-
ting people out of business, I don’t know how you could help but
understand that.

Did you do anything to ensure that contracted suppliers have a
sufficient capacity to supply the products?

Mr. WEEMS. We looked at their bids, looked at their business
plan; their capacity to supply and as I said we only let any indi-
vidual supplier say that they could supply up to 20 percent of the
market even if they made claims being able to supply more than
that. If indeed the company was expanding beyond their current
capacity and had a business plan to do that, we required stronger
financial assurances from the company before we would allow that
bid to come in at that capacity.

Mr. JOHNSON. Well, how did you determine whether the finan-
cial capability was strong or not?

Mr. WEEMS. Well, the financial documentation required in the
bid allowed us to do that because we were able to compute certain
financial rations that would tell us the financial strength of that
company.

Mr. JOHNSON. Okay. Thank you, Mr. Chairman. I appreciate
the time.

Chairman STARK. Mr. Becerra, would you like to inquire?

Mr. BECERRA. Thank you, Mr. Chairman.

Mr. Weems, thank you very much for being here.

Mr. WEEMS. It’s good to see you, sir.

Mr. BECERRA. Let’s see if I can continue along the lines of my
friend Mr. Johnson’s questioning. First, let me ask this.

Is a contractor who wins a contract from CMS able to sub-
contract some of those services based on that awarded contract?

Mr. WEEMS. Absolutely, and that’s indeed what I expect to hap-
pen when we announce the winning suppliers next week, that
many will want to subcontract.

Mr. BECERRA. So, are the qualifications of a subcontractor
taken into account by CMS in the process of awarding a bid to a
prime contract?

Mr. WEEMS. Not in the process of award, because those con-
tracts don’t exist yet. So, the liability and responsibility remains
with the prime contractor to make sure that the services are ren-
dered as provided for in the contract.
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Mr. WEEMS. That’s correct. We will hold that contractor respon-
sible for the services they contracted for.

Mr. BECERRA. So, is a prime contractor able to subcontract with
someone who may not have any experience in their particular field?

Mr. WEEMS. They could, yes. I'm not sure it would be in their
business interest to do so, but yes, they could.

Mr. BECERRA. Is there any requirement that a subcontractor be
accredited to provide the types of equipment or services that are
required under the contract?

Mr. WEEMS. The contractor themselves are required. The win-
ning supplier is required to be accredited. The same quality stand-
ards from which that accreditation arose would also be required of
the subcontractor. They would not be required to be accredited at
this point, but all suppliers are going to be required to be accred-
ited as of September of 2009.

Mr. BECERRA. As I understand it though, your relationship le-
gally is with the contractor. What the contractor does to satisfy the
terms of the contract, you don’t have that much oversight over
them in that regard, do you?

Mr. WEEMS. In these ten areas, they are going to be under the
microscope. We are going to have a high degree of scrutiny over
contractor’s performance, and their ability to deliver quality prod-
ucts to beneficiaries.

Mr. BECERRA. But you are going to have to rely on the prime
contractor doing this the right way, because your legal relationship,
CMS’s legal relationship, isn’t with the subcontractor.

Mr. WEEMS. That’s correct.

Mr. BECERRA. You've already said just a minute ago that you
don’t interfere with the process of the subcontracting, so the sub-
contractor could be someone or some entity totally unfamiliar with
the field that the contract with the prime contractor is for.

Mr. WEEMS. Again, perhaps not in the best interest of the con-
tractor, but what you say is possible. Yes, sir.

Mr. BECERRA. So, why not run the thread of legal responsibility
that CMS, when it gives out money and gets a contract, runs not
juts to the contractor, but to any subcontractor.

Mr. WEEMS. The contract right now, and, as you pointed out,
the legal responsibility, is with the contractor. Theyre the ones
who have had the bid. They’re the ones with the skin in the game
and if they don’t perform, we’re going to take action against them.
That includes the non-performance of a subcontractor.

Mr. BECERRA. The difficulty, Mr. Weems, with that is that
you're not trying to remedy a situation. You're not trying to rectify
a problem that may have occurred as a result of the contract be-
cause of whatever activity by the contractor in this case, in our ex-
ample, with a subcontractor.

So, trying to remedy something doesn’t necessarily assure us that
we are going to get our money back if we over-pay or if we are de-
frauded. I think there is a real concern, at least some of us, I think,
that this so-called competitive bidding process may not necessarily
giving us everything we think we’re going to get in return.

Let me before my time expires ask something else with regard
to this competitive bidding process.
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Doesn’t it seem to run somewhat counter to intuition that we
have competitive bidding in the marketplace if you limit the num-
ber of suppliers who compete?

Mr. WEEMS. Actually, it’s quite intuitive to me, because when
we bid a contract in government, typically, there’s just one winner.
Everybody who didn’t win is excluded.

Mr. BECERRA. Well, now you’re talking Pentagon. Let’s forget
about the Pentagon for now.

Mr. WEEMS. No, I mean even in HHS. When we acquire things
or, you know, when we have a contract, we competitively bid it. If
you don’t win, you don’t win and you don’t participate.

Mr. BECERRA. But rather than say that we only want as many
competitors as we think we’ll need to satisfy the need, why not say,
everyone come forward. Anyone who can match the price is eligible
to compete and participate. So, this way, you always have a lot of
contractors out there who are able to participate, and you ulti-
mately, hopefully, then get the most competitive price, because you
have a very open, competitive process.

But when you simply say we’re going to need someone to satisfy
this need of medical widgets, we need a thousand of these medical
widgets, and we see that we have three suppliers there that can
provide the thousand medical widgets, so therefore, we only need
three suppliers. That doesn’t necessarily guarantee that those three
suppliers are going to give you the best price, the most competitive
price. But, if you say we need a thousand widgets; everyone com-
pete, and everyone at every point can compete, then there will be
true competition to try to keep the price of those widgets as low
as possible so they can get the business from the government.

Mr. WEEMS. I understand your point. First of all, the law
doesn’t allow for any willing provider, but second of all, if we bid
and said everybody come in, it’s likely we wouldn’t get 26 percent
discounts. Instead, we get the fee schedule again. You know, if you
don’t have any skin in the game, you’re going to bid the fee sched-
ule price.

Mr. BECERRA. I know my time is expired, so Mr. Chairman, I'll
stop.

But, Mr. Weems, at some point I'd like to transition this con-
versation not in terms of DME but in terms of MA, Medicare Ad-
vantage, and see if you’ll say the same things with regard to the
process of competition that you provide for under the setting for
Medicare Advantage participation and are compared to what you
do for DME.

But I thank you for your time.

Mr. WEEMS. Yes, sir.

Chairman STARK. Mr. English, would you like to inquire?

Mr. ENGLISH. Yes, thank you, Mr. Chairman.

Mr. Weems, when a large hospital-based DME company fails to
secure Medicare contract, many patients and hospitals are affected.

What are plans at CMS for transition in states where the hos-
pital-based DME companies currently serving many hospitals and
Medicare patients have not been offered Medicare contracts.

Specifically, my interest after July 1st, 2008, several large health
organizations will no longer be able to accept Medicare patients in-
cluding in my region, UPMC, which serves 13 hospitals, and Van-
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tage, which serves 12 hospitals. What are the transition plans for
these patients in the hospitals?

Mr. WEEMS. Thank you for the question. Congressman, I am
not going to be able to speak about the particulars.

Mr. ENGLISH. I'm happy to entertain it.

Mr. WEEMS. All right. I will give you a general answer.

The particulars of this are still covered by the procurement laws.

Mr. ENGLISH. Yes.

Mr. WEEMS. I expect that in hospital-based settings that they
will subcontract with a winning supplier. That’s going to be an
area where we're going to have very good contact with bene-
ficiaries, so that they’re going to become contract suppliers. They're
just not going to, you know, in their service, and close down in a
hospital.

Mr. ENGLISH. Okay. A very different kind of transition occurs
for many Medicare patients who will be leaving hospitals.

What are the Medicare strategies for acquiring the new DME
contractors to be responsive and timely in fulfilling their obligation
to deliver equipment and services at the time of discharge from the
hospital, particularly after normal business hours?

Mr. WEEMS. The people are going to be in this business to suc-
ceed. They're going to be in this business to win market share; and,
with the market prices, there’s going to be even more motive to
capture market share. The way to do that is going to be through
quality.

That is, they’re going to offer higher quality services. They are
also going to be accredited. They will have met quality standards
that’s not true today.

Mr. ENGLISH. Mr. Weems, one of the issues that has become
apparent in conversations I've had with interested constituents is
that there have been bids awarded to companies that have never
previously provided the bidded service. I'm curious.

What is CMS’s approach to this particular issue and has there
been any thought to protecting the Medicare benefit by making cer-
tain that awards are given to bidders who are clearly able to pro-
vide that service and maybe with a focus on providers that are al-
ready doing this?

If in fact the other is happening, how does that equate to en-
hanced quality care for our Medicare patients?

Mr. WEEMS. Well, first of all, it’s good to step back and look at
the circumstances today. Today, anybody can move into a par-
ticular line of durable, medical equipment without that expertise.
For the competitive bidding program, they had to show that they
were a viable ongoing business. That’s not a requirement today.
They had to meet our quality and accreditation standards. That’s
not a requirement today; and they also had to demonstrate a busi-
ness plan that would show capacity to meet the market. That’s not
a requirement today. Those are the kinds of beneficiary protections
that are built into it.

Mr. ENGLISH. So, your argument is there’s really no protection
today from folks entering stepping up providing the service.

Mr. WEEMS. Absolutely.

Mr. ENGLISH. Okay. I wonder, Mr. Weems, can you offer the ra-
tionale behind the requirement for national diabetes suppliers to



28

bid based on a full formulary while small suppliers could bid and
win by bidding on a limited number of products. I wonder, what
impact will this have on patient choice.

Did CMS find that this created a disproportionate number of par-
ticularly low bids, which were based on fewer products?

Mr. WEEMS. I am going to have to provide you that answer in
writing, Congressman.

Mr. ENGLISH. Very good. Thank you, Mr. Chairman.

Chairman STARK. Mr. Doggett, would you like to inquire?

Mr. DOGGETT. Thank you for your testimony, Mr. Weems.

While I certainly share a number of the concerns my colleagues
have voiced, I think it is important to understand how we got to
this point and there was a conclusion reached, not only by you and
your office, but by a number of other groups that looked at this
issue that we have been paying and are today paying significantly
more for durable medical equipment that is necessary to provide
quality, durable medical equipment to Medicare beneficiaries. Isn’t
that correct?

Mr. WEEMS. It is, sir.

Mr. DOGGETT. That’s why you conceived this competitive bid-
ding program?

Mr. WEEMS. It’s why it was conceived. We are following the law.

Mr. DOGGETT. I do want to get your reaction to the question
my colleague, Mr. Becerra raised, because if competition is a good
way to address this problem, why wouldn’t it also be a good way
to deal with Medicare Advantage where we are still paying $1100
more for beneficiary than for traditional Medicare.

Mr. WEEMS. In Medicare Advantage the payment rates are
based on a county benchmark system within that benchmark sys-
tem, plans do compete.

Mr. DOGGETT. Well, they don’t compete enough to not result in
a situation that’s been estimated at a cost over 10 years of $150
Billion more than if we just covered them with traditional Medi-
care. So, there may be some competition, but it has yet to lower
prices; and, as you know, your actuary has been unable to give us
any future date by which we won’t be paying out billions of dollars
more to these plants.

Why can’t they compete in the same way that you propose to
occur here?

Mr. WEEMS. The payment for Medicare Advantage plans are
based on a county benchmark that’s in statute. The payment rate
is fixed by statute on a county benchmark level.

Mr. DOGGETT. Well, I'll accept your answer, but respectfully
disagree with you that the system is not working and it is causing
us a much greater cost to sustain any quality of care than any of
what we are talking about today.

But, focusing on today, you will recall that back in 2001 the HHS
Inspector General testified to congress that durable medical equip-
ment providers, that we were paying them for products that were
sometimes never delivered and we were paying for more expensive
items than what was actually received. That was one of the initial
voices of concern; and then in 2004, the GAO indicated that Medi-
care lacks the capability to identify specific items provided to bene-
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ficiaries, because suppliers’ claims use broad codes and don’t iden-
tify the specific item.

I gather that that’s still a problem, and my question to you apart
from competitive bidding, since I've heard that there are concerns
that their incentives to substitute lower price or lower quality
items for higher priced items is has CMS or HHS ever considered
establishing some kind of serial number or identification program
so that you can track individual pieces of durable, medical equip-
ment, and follow them through the claims process?

Mr. WEEMS. I know of no attempt.

Mr. DOGGETT. No study of that? I mean, why wouldn’t that be
feasible?

Mr. WEEMS. Well, for many of these pieces of equipment, you
know, some can be, you know, quite small.

Mr. DOGGETT. Some of the reference to scooters or motorized
wheelchairs are pretty substantial. Why couldn’t you use a serial
number system on some of these items?

Mr. WEEMS. That might be something that we can look at. I
mean, one of the frustrations, sir, as you well know, with durable
medical equipment is it’s supplied in the home. It’s supplied out-
side of the public view and it is one of those. It’s not quite a gov-
ernment acquisition, but, you now, you don’t get a corresponding
control number or a corresponding receipt. The government doesn’t
for actually having acquired the equipment.

Mr. DOGGETT. You're going to respond to a question Mr.
Thompson raised about accreditation. But, as you did accreditation
for these suppliers, were you looking only at financial capability or
did they have to demonstrate some expertise in being able to de-
liver a service.

If someone was in oxygen and they were now going to provide di-
abetes supplies; or, if they were in motorized wheelchairs like the
scooter store and they would provide oxygen, what did you look at
to assure that they have the capability to provide quality products?

Mr. WEEMS. We looked, first of all, at overall ability to do deliv-
ery and set-up. Can they do that? For many of the kinds of prod-
ucts we're talking about, that’s not very complex. But we took an
additional step for two items, which are more complex, and that is
for oxygen and for complex power, motor device, complex wheel-
chairs. We actually established higher standards for the delivery
and set-up, and the capability of doing that for those two items, be-
cause they are more complex—standards which don’t exist to this
day.

Mr. DOGGETT. So, if the scooter store will be providing oxygen
supplies, they had to meet those standards?

Mr. WEEMS. They do, yes.

Mr. DOGGETT. Just one other area. We all remember the prob-
lem some would say fiasco associated with the initial implementa-
tion of the Part D program and the claim that all you had to do
was just call 1-800-Medicare.

We are now about, I guess, less than 2 months out from this pro-
gram going into effect. What have you done to ensure we don’t
have a repeat of that? What additional training has there been and
is there any, I guess, ombudsman-type office so that if folks that
are counting on this durable, medical equipment have as many
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problems as folks had originally with part D, that there’ll be an al-
ternative available for it.

Mr. WEEMS. That chart and the one that you have in front of
you shows the various outreach activities that we have. But, let me
stress two things, sir. Because you ask a very, very good question.
The most important moment in all of this is when a Medicare bene-
ficiary sits with their provider and their written prescription. They
need to know what to do with it at that point. That’s what we'’re
concentrating on and we are going to give physicians a list of quali-
fied beneficiaries.

Remember, most of this is not storefront-type material. What
happens is the beneficiary takes that and then calls a number and
it’s delivered to their home. That’s the moment that we are concen-
trating on. Every Medicare beneficiary in these MSAs will get a let-
ter from us. Every provider, every supplier will get a letter from
us laying out in detail. So, what happens then?

One of the things that I think is vitally important when you in-
stitute a new program is situational awareness. How do you know
what’s happening?

We have put together a surveillance network so that we will
know what happens; and, yes, that includes calls to 1-800-Medi-
care. It includes calls to our SHIPs. It includes the regional offices
involvement in each one of those areas. We're going to check in
with the suppliers. We are going to work to get this right. I hope
you are feeling better. I'm sorry, you were in an accident.

Chairman STARK. Mr. Tiberi, would you like to inquire?

Mr. TIBERI. Thank you, Mr. Chairman. Thank you for letting
me sit in.

Sorry that I didn’t hear your testimony. I look forward to review-
ing it, Mr. Weems.

Just a couple comments, I guess, to get your comments, I guess,
to get your thoughts on from things that I have been hearing and
thanks for your long-term service to the Federal Government, our
taxpayers.

Some would say that the entire process in which the implementa-
tion of this program has not met transparency levels that we would
all be proud of in the Federal Government and that there has been
a lack of information provided to both beneficiaries and suppliers
and policymakers throughout the implementation of this process.

What would you say to that criticism?

Mr. WEEMS. I would strongly disagree. I think that we have
done a very good job of educating our suppliers. We have an advi-
sory Committee with them that has met six times over the course
of this. We have taken considerable input from them. We have
been very transparent. About the requirements, the only thing that
I would say that we have not disclosed as a matter of the bid proc-
ess is exactly how we use the financial rations in judging the finan-
cial viability of each bidder. We have told them what financial doc-
umentation we need. We have told them the ratios that we would
use, but we have not told them how that would be scored.

That, I would say, is the one piece sort of “our audit plan,” we
have not disclosed.

Mr. TIBERI. So, if Members of this Committee can give you in-
formation that contradicts that, you’d be willing to look at that?
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Mr. WEEMS. Absolutely.

Mr. TIBERI. Just to follow-up on Mr. English’s point or one of
his points the criticism that there are suppliers that could be
awarded regions that they have no business model presently in
may not be a concern, but after this process is put in place and you
have people providing a service in a region where they have never
provided a service before, if there are problems in providing a serv-
ice to beneficiaries, what would be CMS’s reaction to that?

Mr. WEEMS. You know, it depends on the problem. If we find
somebody who is simply incapable in that region then we’re going
to take steps to end their contract and award it to another. So, it
depends on what problems.

But, again, these suppliers bid to have a viable business model,
to move into, if they’re moving in, a community to actually sell
product. They didn’t win not to sell product.

Mr. TIBERI. But there’s no advantage given to someone who has
a business model within that community?

Mr. WEEMS. They might have a particular competitive advan-
tage by knowing the community, knowing the physicians, knowing
the beneficiaries. But there’s no structural advantage.

Mr. TIBERI. Not with you. Not with you all.

Mr. WEEMS. Correct.

Mr. TIBERI. Thank you. Thank you, Mr. Chairman.

Chairman STARK. I just had a couple of questions. The defini-
tion of a supplier, I gather, is that person with whom the bene-
ficiary patient has contact. Is that correct?

Mr. WEEMS. Yes.

Chairman STARK. For the most part, suppliers are not manufac-
turers? Certainly not necessarily manufacturers?

Mr. WEEMS. They are not necessarily manufacturers. There are
some cases.

Chairman STARK. The supplier does not have to supply new
equipment. Is that correct?

Mr. WEEMS. They may supply refurbished equipment, but that’s
true now. Yes.

Chairman STARK. They can purchase their equipment made in
China, Taiwan, France. There’s no real prohibition on where they
buy the equipment. Is there?

Mr. WEEMS. It has to be an FDA approved, but after that, it
has to meet manufacturing standards. But yes, they can acquire it.

Chairman STARK. Does the FDA approve crutches and bandages
and canes?

Mr. WEEMS. Well, those aren’t ones that we competitively did.

Chairman STARK. None of the supply? What about hospital
beds?

Mr. WEEMS. They do, I'm told. Yes.

Chairman STARK. The FDA approves hospital beds? Imagine
that.

Hoy)v does one judge the quality of refurbished or used equip-
ment?

Mr. WEEMS. The equipment has to be in good working order. It
has to meet the standard of working for the beneficiary, and, you
know, being of good quality.

That’s true today.
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Chairman STARK. I would entertain any of my colleagues if
they’d like to further inquire. If not, we’ll excuse you, Mr. Weems.
Thank you for your considerable help in this issue and we will have
our second panel.

Mr. WEEMS. Thank you, Mr. Stark; pleasure to see you again,
sir.

Chairman STARK. All right. Hurry back.

We are pleased to welcome Ms. Kathleen King, the Director of
Healthcare Studies at the U.S. Government Accountability Office,
affectionately known as GAO; Mr. Tom Ryan from the American
Association for Homecare; Mr. Peter Thomas, the Health Task
Force Co-chair at the Consortium for Citizens with Disabilities; and
Mr. Thomas Hoerger, a senior fellow at the Research Triangle In-
stitute International.

We have your prepared testimony and without objection for each
of you it will appear in the record in its entirety. If you would like
to expand on it, change your mind or inform us in any way, please
continue. We’'ll ring a bell here in about 5 minutes and we can elic-
it more details from you in the question period that follows.

Ms. King, would you like to lead off?

STATEMENT OF KATHLEEN M. KING, DIRECTOR, HEALTH
CARE, U.S. GOVERNMENT ACCOUNTABILITY OFFICE

Ms. KING. Mr. Chairman, Members of the Subcommittee, thank
you for inviting us here today to testify about GAO’s work on Medi-
care payment for Medical Equipment and Supplies.

A number of you have made references to our earlier work and
we have in fact done a series of reports over the last 10 years or
so where we talked about cases where Medicare was overpaying of
medical equipment and supplies.

In one case in 2000, we reported that Medicare paid more than
the median surveyed retail price for five categories of equipments,
including eyeglass frames, catheters and two types of catheter in-
sertion trays. I just point to that as one example of our work. So,
my remarks today will be based on our previously issued work.

We have said that competition is a fundamentally different way
to pay for services and fee schedules based on historical charges
and that competitive bidding; and, this has also come up today, dif-
ference from Medicare’s usual practice of accepting any willing,
qualified provider by selecting among providers based on estab-
lished criteria such as price and quality.

We believe that competition could reduce Medicare spending by
creating an incentive for providers to accept lower payments in ex-
change for their ability to retain Medicare business and to increase
market share. In the demonstration of competitive bidding that
happened from 1999 to 2002, approximately 50 to 55 percent of the
bids from suppliers were accepted and the evidence suggests that
competition helped lower payments resulted in estimated savings
of 7.5 million from the Medicare Program and 1.9 million for bene-
ficiaries who paid lower copayments.

Based on the results of the demonstration, Congress enacted the
permanent program for Medicare competitive bidding that’s under
discussion today; and, I think, I won’t elaborate on all of the ele-
ments of that except a couple; and, one is that the accreditation
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process, which is new, and the fact that suppliers must submit fi-
nancial documents that include income statements, credit reports
and balance sheets.

In our view, this additional scrutiny could help CMS screen out
providers that are not stable or legitimate businesses, and it could
help reduce the improper payment rate of 10.7 percent for medical
supplies and equipment which is more than double that for other
Medicare providers. But we have also said that the competitive bid-
ding program raises concerns about accessing quality of care, be-
cause it could encourage providers to cut costs by providing lower
quality of care or curtailing services.

Therefore, we believe it’s important and in fact adequate over-
sight of the program is critical. When we evaluated the competitive
bidding demonstration, we made a number of recommendations to
CMS, and that was that they monitor beneficiary satisfaction. That
they set standards for providers to participate. That they provide
beneficiaries with the choice of suppliers and that they select win-
ning bids on the basis of quality in addition to price. One of the
ways they could do that would be routine monitoring of beneficiary
complaints, concerns, and satisfaction.

I should point out to you and I know you have someone on the
panel today form the independent evaluation. But the evaluation of
the demonstration did not see any major adverse effects on access
or quality of care. There were a few concerns raised. A decline in
the use of portable oxygen among new users and a possible shift
away from providers making home delivery.

When you enacted the competitive bidding program, you also di-
rected us to look at the impacts on suppliers, manufacturers and
beneficiaries. We were directed to look at Access and the quality
of items and services. We now have a team working on that and
we have also been asked by the Committees of jurisdiction to as-
sess Medicare’s implementation of the competitive bidding pro-
gram.

Mr. Chairman, that concludes my prepared remarks [continuing].
I'd be happy to answer questions.

[The prepared statement of Kathleen M. King follows:]



34

Unkted States Government Aecountabillty TiTiee

GAO Testimony
Before the Subcommittes on Health,
Committee on Ways and Means, House of
Representatives

o Ty MEDICARE

Thar=alag , Mo 15, F085

Competitive Bidding for
Medical Equipment and
Supplies Could Reduce
Program Payments, but
Adequate Oversight Is
Critical

Staremsent ol Kathleen M, King
Direvens, Health Care

GAD-E-TATT



35

T —
MEDICARE

Competitive Bidding for Medical Equipment and
lims bt

Su Cauld Pragram Faymants,
ﬂdﬁuﬂl ﬂﬂrﬂﬁtﬁ.w

‘What GAD Found

Caawpeenatlve hidding esidd pedace Medboare progeas payesesis by peovding
an el ive for sagepd b 10 Seepe ke pamee el s for Bes mnll sereoss i
redmd n thaedr Al oo seree e ficianes el poivrmial by incresse fhedr moakod
whare. Fuslanenasly idifTeroni feoim fee srhevlabes based on hisiorral rioomes
iz ¥iedicare, rrenpriine bty alkbes S ookl e Belp UNE detenrire
pryrraE mreaepis. ln ke demariceiee, e e f sobmobe amiasis wene
e ony Lie whiming sgpd e’ ks for iers meiskald e 50 pereen o

55 e off e Bebds Prove s ippd b werne sodectsl Bvidenes fieis O¥55%
PrAnpe e b i de fiod e o Spgges iha) coppot o sl Mol aee
§7 5 pailbon ardd areed Beqaficlankes 810 illan—withan siifoaly
AlTerting beeradlrboy oo Vo fhie oo et v Bokbimg proggeam, U315

reag ire] A gipd s in ol srredieesm hassd e gualay sondsrds awl
provide Bromc ol dieumenis o poriiegorie. Ths sddml seniany gives LS ihe
rhares L sereen e sepg kens thai mory e be slable, kgpiinair heoeess,
eritich copld conirbiel e o s s of syeopser papmesl. CME ke
avihilied U Sl Dupsd o s capac iy, onl prior el ¢l sippdicm
whionr lipds were of of e B eenals s OV el mEes thid e fisse
roniial off s ednpeeinine lidiling prograne il esol) i pes e Mains
dversgy M ereend ks vhan il cameal e acbieibile aranma Campeinee

b drlang alw chuangrs Mosdazaes"s relationship with sagipl s arsl ilspans Som

proectiey of dodrg lisiness wih sy grliled prvdider, v £ =
drsigard iz B the mmber of suppliens = these whiss bds o 6l or meder
A curiam mrenn

Peraiss of cvseriie el eorgsillive bidding muap peohpt sapp s ks sil
U F et by pvivc ke e cpaall 1 D eris el it b seiviees e ilng
apalding g povesa theniigh adegiste saerslghi s oritdoal for e saeooess of the

ipotellfrh el
Wcumca o, s adbderi
g e A £ 15T d o gl

i Tve bkl ng prodran. In miber 300, RACT Iraliontvs] thoe apelie
s mara v AepE ikl inelods ramisoning Berefciany anisbciion, seitag
merdrds N mpplieos, gving Breficianes a choior of agpliors, e
sodrviing wirmmng bkdens based ongqualiy o ibe doller sreosi of the bk
Aos imgpreliive Behiigd expuomek, predderes that beselicerss apgd e expeneny
o] bu pmignd e, Thaorodone, cvnlimand i o g of Beradleiary
saibs {me thon will b e vl o adeanify probdeimes with sippliers or with done
proskled o bereficlaries As regidne] Dnodke MY GAD wlll redes ol fepoan
o thes onameetitive Bkdill g prodraTs st om s e and imeielsciiee s
aral Ha elTean on gealicy andl srvesa Do leme M



36

Mir, Chairman and Members of the Suboommitnes:

[ aum pleased o be here as yon discoss the Medicane competitive bichding
program Tor duralile medical squipment (DME), prostletics, oribiciies, aned
supplies—prosdiets referred b n this statement as medical equipment ane
supplies.' For more than g decade, we arl the Departmend of Health ansd
[heman Services (HHS) Ofice of Inspector General (O haee
pericidically reporied thal Medlicare, administered by the Centers for
Medicang & Maedicainl Services (Ch15), b pakd higher than marked rabes
Fowr warlaies medlesl equlprsnt and sapply e These averpayments
inerease onsts to the progrivm and to Medicans's 44 mialbon elderly and
b benefciaries. CMS reported in 207 thet total Medicane
expendilures Tor medical equipment aid supglies weps dhaut 10 ballkon.

Since 1080, Medicare has pasl for medical equipment ard sapplies throngh
fee sehedules thas st a maximum and minimum payment amoand. The
sihelules are Based on average supplier charges on Aedicre clagims in
LHEG ] LT anl Do b updstend in somme vears bo relect infacion '
However, this payment approael lneks esdbliy oo keep pace with
munrkrt changes, and as a result, Medicars aften pays higher prices than
vifier public payvers for medeeal equipment and supplies. The Balaneed
Handgel Act af 1887 (BEAY requins] CNE Lo et comipetilive bidding as a
erw way for Medicare (oS fees for Part B ivems and servoes specifisd by
CMS, which the agency did through a demanstration facised an medbenl

"Ml paldanee deflnes DOUE a5 eqipmend dal serves o medcal pansose, i
withsizoed repwaded mar, b= gy sl asefial in the sdesrnee of an @nise or njury, sl =
approp riaie for e i the om e DME inchades lhems such as wheclchalr, hosplinl beds,
anil walkers, Medicane didfires prosihetie devices Coiher thoan dinial § e desvioes thad ae
reetadisdl o repliaee Body pams oF Tisctioes, Prosabesiic iieyvioers el amifielal limbs anil
wyes, prieral meiriemia, ssiomy bags, and cardine goormakem, Beshears defines onthobse
abevioes o Inchaide b, e, back, ani see K Benses that provide ighl oo seminghd supgsm 1o
wink o deformmiesd ey paris or resinict or elminaie motion in a deesased or injered par of
i Py Nl iesare-gotin bogsesd sopigadios e Ibenies (ot i wessd o sorganetn with TSIE
and are coremmed daring ihe vse of the equipmend, such as drigs used Tor inkalaimon
v, ar tebisd Do B ropdiscind fieipaendly (usiislly deily), sech e singioad deeseliggs.

% N ol e i ol ucts |8 s beded 8t the cned ol this saiemen

Tlyrsar erspaemadilres el el sobmilled Ageil L, 206086, thrsdh March 1, 2907,
MY b esinbdlzhed o proee=ss oo prece new lems that pre poded booihe Tee schedule.,
Pl Le Wi, 105EE, § 451000, 111 Sist 250, 000 (1970
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equipment and supplies.” Compsetitive bidding s o process in which
suppliers of medical squipment and supplies compete for the right b
prevvindee Ehrin poosddie = o (ke Possis of establisbed eriteria, soch @ quality
andl prebee. Al & year after the demonstration concliaded, the Medicane
Preserptiom Drag, Innprosement, and Modemizotion st of 2000 (MK
required] CME Lo cormlucl a comgretitive bicding progrum for DME,
snipgies, off-the-shell arthotics, aid efteral nutrnes ad pedaed
erprpmment and supplies on o barge seale”

[n ey Cestinsory today, 1 will discoss (1) ke ellecis thal compelilive
bddiclivg comld baove om Medicare program paymenis and suppliers and

[2} thee el for ndequade oversight b ensure quakity and access for
Bemeficiaries in o compeetitive Bdding envinonment My testimony B based
prinearily on our previcasly issued work, conducted Troe May 1584 10
Jamuary BT, which we aplated with infommation an the competizive
badding process by inferviewing CMS offcinks and reviewing agency
documeenta. We shared & statement o Fels reganiingg this estimony witls
CME aned Imcorporated the agemey’s comments & approprate. We
conducted this performance andit from Apenl 2006 throogh Moy 2008 in
accuniance with generally sccepted govemment amliting standarcls. Those
sfarulards reguilee thar we plan ard peeform the agdin 10 obfain suflficient,
apgropriabe evidenes te provdide o reasonahle basis for owr fncdings anc
conclusions basedd om our audit ohjecimves. We believe that the evidence
odtaivsdd provides & reasenalbde basis e ook Tndings and conelosions
based on our andit ohjectives,

[0 swmneary, competitive Bidding combl redoce Medicars progrm
pavTienta by providing an incentive for supipliers (o aceepd lower
pagments for ems amd serviees to retnin thedr nbiliy fo semee
beneficiarnies aml potentially icrease their macker share. Fupdamentally
alifferent Crodm N scbediiles basedd an histerical chaiges 1o Medicare,
competitye hidding allows the market e help CMS deternine payment
amwmnnds. In ihe demanstration, the rew fee schedule amounis were based

“Beileare Par B helps pag for comadn physio s, coipatien bospital, lnbssraiony, and oiher
mervices, mul mdienl squipmest el sopplies. Benefietares are mgpines o gegy o monihly
e Tor their Pan Booovenge.

The enmpaiiie hidding progesm clhangs the way thel Medican determsines the paymmi
amcanis for mediend squipment and supplies by replacing ihe oarmend fee solaoedule
el anvveis Moe sekecbiod Dems in ceriain aness with pegenl aremenis losiod s
cnmpatithe bids submslined by Medicae suppiens. Pob, Lo Mo, HS-1T EaEThl, 107

Seal. NS, 3,
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o the winning suppliers’ bds Tor fems inchided ard B0 pereent 1o

G pereent of the bids from suappliers wene sebected. Evidence from CMEs
competitve bdding demanstration suggesis thel competiton amved
Medicane $7.5 millson and saved beneficiaries $1.9 mdllon-—withaouwt
sggnificantly alfecting beneficiary aecess, For the comgetitive bidding
eagrie, CMS requared supplicrs oo obtaln aeereditason based an quality
s and provicde lnacial dosvmsents (o partbeipsate, This sl
semiting gives CMS the chance (o sereen ot sugipdiers that may not be
stahle, legitimate busimesses, which could contribuobe o lower rates of
iy payment. CMS also evalisted the bids boeed on demand,
capaciy, and prece and chose suppliers whose bids wers 2t or under a
eertaim smount. CMS estivetes. thal che firse ronigd of s competitive

i ding program will resul in payment amonms that average 26 percent
leesr= hain Clis enrrenl fess scebssdule ampsanis. Compretitive sidding alse
changes Medicare's relaglonshap with suppbiers snd departs from
Mesdicare's praciiee of doing business with any qualified provider, because
it is desigreed to Hmit the pamber of sappliers o thase whose bids are ot o
uriler & certain amount

Becnase af coneems that competitive bidding may prompt supplicrs to cut
their costa by providing kveer-quadity itenes ainl corailing services,
ansuring quality anid aoeess through adecuate saersight is erideal for the
seeess af the competitive bidding program In Sepiember 2004, GAD
ineicatedd thit quakity sesuranee steps coalid inchide monitaring
benefciury satisfaction, setang standards for suppliers, giving

b ficlark= a chodes of supqliers, ani selecting winrdig hidiers beced on
quadity and the dollar amsoumt of the hids. As competitive hidding exponds,
prodadenies than Beneficiaries maght egpeence could B magnified.
Therefore, continoed monstoring of beneficlany satisfaetion will be critienl
(o ichentify problepes with suppdicrs or with dems providesd] b Bepeliciares,
As requdred in the MAMA GAD will review and repaat on the comgetitive
bidding program’s impact on suppliers and manafacetarers and its efect on
quality and access for hepeleiares,

*Fhe spmlicy sianddards are 8o be appliesd by ooear moe miependen secrediiaiion
gzt desigaaned by the ageney, Avorediingkon B p prooss of corillying el health
e imdustions cumply with sprecili soslenis ol ngueenenis
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I its densivstration, CMS used o conpeticive bidding proeess e
dleterminge which supplers woubd De incleded and e compstitively s
Tows that they wakl be pakd, From among the hidders, the agency and
Padmsetto selected multiple desmonstration suppliers to provice itens
ench group of related products Suppliers could submdi bids and have
winming bads for ome or meore groops of ibems, These suppliers were pot
guarantesd thar they wowld Imcrease their business or serve o speciiic
numbier of Bedseare beneficianes. Instead. the demonstration supphiers
had 0 coanpsse for heviwlicinries’ basiness, All demansiration snppliers
were reimbursed for each competitively bid ivem provided o beneficiaries
&l thee demnoretration Fee schedole amoums, The new fee schodiles werne
hased on the winning suppliers’ bads for items meluded in the
deimisetiation, Any Medicare supglber That served Gemonsieal kb
Incations could provide ibems not inchided in the demanstration 1o
hepelciaries,

Evichnee from v detnonsiration sigggessts thal, for the itenes selected,
eompetition bielpesd set e poymnent amoonts and resulted in estimated
i ssvings of 87,05 million, The densoisiration’s deperal e
cvalustors abon estimated that benefictaries saved $1.0 million. The
demonEiration proaided evidenee to Bealth policy exgerts, incloding as
amd the Medicare Payment Advisary Commission, that competitee bidding
Tor sl equipiswent el sopplies could Be a vialsle way for ibe progeam
o use market forces b set lower payments witbout significamtly affecting
Bt iy dccess

Al o year after the demorstration epaled, (e BRLA requared CM3 L
imgplement comgetitive Bidoding om a large scale ard added requaremsmis
it sappliers would harve 4o sl Do participate in the compsitive bickling
prograns. The MMA also required the ageney to develop qualiy stardasds
amd for suppliers to b pssessed om thoses standands by scerediation
organizatiors, I sdiition, the agency had to include o fnancial and quality
aemesment of suppbiers ax part of competitive bidding,

The competitnee dding program was structured to aperate nsch Bke the
depmstration. Supqiers subiniied Bids, along with ofber materials
sperified by CME. The application requared suppliers to submid F years of

b Meilicare Paynwnl fubisiey Comnmibssion oo mbprankent Sederal baisdy isgalibsdual
Fay the ISHA fo v e L1255 Corgresss o issoes afTecting the Medcare program, Sedicpee
Pavme Aivisory Commission, Repon & e Congioes. Yorialin el fuoria i i
Mhadivure, [ Washagion, DUC. S0}
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fmarscinl docansens, inclnding incoms: statemsents, credid reponts, and
adance sheets. The review of the Enancial documents was used s pard of
ihie criterks Tor determining which bids o consider. The bidders had ta
have @ valid Medicare supplier hilling number aml be aceredibed. Suppliers
Tiad to subanit bicks for ase oF more groipe ol iems, CMS ihen evalited
thie bids based on demond, capacity, nnd price ol chose bads that wene o
o nuncher @ ceriain amoant,

CMS estimates that the fimst round of #s competitive bidding progrum will
el bn payment amonms that overall sverage 26 pereent less than ke
rurrent fee schedole amonnds for the groops. of tems included, beading bo
savings For e Medicare progeam and jts bepeficiares, CME based §ls
e=stimabe oo the price poinis suppliers submitted with their bids, wesghted
Ty mnarioel aren and post uifietion oF isems ineach grogp, The estimaned

savings differed by groups of items, with the largest savings of 49 pereent
wstipmiiabend T maxil-onder diabetic supplies

Competitive badding changes Medicare's relationshmp with suppleers.
Compretitive Bidcling i desigsed o pesdiece pyments by allowing Chls i
choose suppliers hased on thedr bids—a change from the long-standing
Jrolicy nhent any queslified provicker can participate inibe program. The
competitive hiciling prrocess was desigoed o lmit the pimber of suppliers
T heesae i Bjds woere al o ander i cerdain sumoant while ensoring Lhat
encngh sipplers were inclded 1o neet bersficlary demand. In the
demonstratian, 50 percent to 55 percent of the sappliers’ bids were
sederted, With Tew exceptions, only the suppdiers whase ds were chosen
could be resmbursed by Medicare for competitively bl dems provided to
b Miciaries reaiding in the demonsiestion area,"

Furthesrmiore, comgpetitive Bidding conld help redouce imgooper paymwenis
bevanss it provides CMS with the asthosity to select suppliess, based (s
et on peew serutingy of thear Gnanciad documemts and vther application
aterkala. In Movember 2007, CMS estimated that 103 percent of Medicare
payments made to suppliers of medicol eqgoipment and supplies were

" Promsd il policies aliosssd beneloaries (0 ooniine peosiving ogygen squigmen and
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Chairman STARK. Mr. Ryan.

STATEMENT OF THOMAS RYAN, AMERICAN ASSOCIATION FOR
HOMECARE, AND PRESIDENT AND CHIEF EXECUTIVE OFFI-
CER, HOMECARE CONCEPTS, INC.

Mr. RYAN. Good afternoon, Mr. Chairman, and distinguished
Members of the Subcommittee. My name is Tom Ryan. I started in
the home care industry as a respiratory therapist and have served
patients in my community for 30 years. I'm the President and CEO
of Homecare Concepts. It’s a company I founded 20 years ago in
Farmdale, New York, to provide respiratory and home medical
equipment to people with medical conditions and disabilities. I ap-
preciate the opportunity to testify about our very serious concerns
regarding the competitive bidding program.

I am speaking today on behalf of the American Association for
Homecare, where I recently served as Chairman and currently
serve as a member of the executive Committee. Our members oper-
ate home care practices that will be impacted by the competitive
bidding program. I am concerned about the problems that have
plagued round one of this program. My company is scheduled to be
in round two of the bidding program.

I will be blunt. This Medicare bidding program is a train wreck.
But this program jumps off the tracks, the attitude of CMS is clear-
ly let’s go full steam ahead. The bidding program is poorly con-
ceived, it’s fundamentally flawed, and it does not account for the
way home care providers currently compete for business. As a re-
sult of these flaws, the program has been plagued with problems
since its inception. This program will drive people out of business.
A large portion of high quality local home care providers will be
driven out of business and they will no longer be able to serve the
communities that they’ve been serving for years.

The real tragedy is the negative impact on the Medicare bene-
ficiaries. Problems with the design and operation of the bidding
program will seriously reduce beneficiary access, the quality of
care, and products that beneficiaries receive today. The program is
not the free market miracle that some have characterized it to be.

In light of these problems, the American Association for
Homecare strongly urges Congress to immediately halt implemen-
tation of this program. We urge Congress to develop an alternative
process that achieves not only accurate reimbursement rates for
home medical equipment, but most importantly, ensures appro-
priate access to quality care for the Medicare beneficiaries.

The bidding program will drive thousands of qualified providers
out of the marketplace, and as a consequence severely limit the
services available to millions of seniors and people with disabilities.
Providers currently compete on the ability to improve quality.
That’s what attracts referral sources to give us business. The new
Medicare bidding program will stifle that competition.

There are multiple problems with various products subject to bid.
I'll mention just a few. In the area of complex power wheelchairs,
long-time consumers of customized wheelchairs will be forced to
switch to new providers. For patients who rely on these specialty
wheelchairs for daily activities, this is a drastic change.
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In the diabetic treatment area, diabetic patients will be forced to
switch to different monitoring systems and supplies, which has se-
rious implications for patient compliance. The same point is true
for cancer patients who depend on enteral nutrition for tube feed-
ing. As a result of the new Medicare policy for home oxygen ther-
apy, disruptive changes in the area of home oxygen therapy are
scheduled to take place very soon. The transfer of ownership of oxy-
gen equipment and the 36-month payment cap go into effect on
January 1st, 2009. This will cause confusion among beneficiaries
and will reduce the level and quality of services. New bidding rules
only complicate these problems.

With respect to the impact on home care provides, 63 percent of
the accredited home care providers submitted bids in round one,
and they were disqualified. Most of these disqualifications were for
technicalities. A 63-percent exclusion rate is totally unacceptable,
and we feel is a serious breakdown in the bidding program.

Home medical equipment providers are overwhelmingly small to
mid-size companies just like myself. We typically receive 50 percent
of our business from Medicare. The loss in the ability to serve these
patients will result in widespread layoffs and business failures.

The term “competitive bidding” is dead wrong. The bidding pro-
gram will in fact radically reduce the number of accredited sup-
pliers that are allowed to compete. The bidding program’s widely
touted savings are misleading. Small providers bid unreasonably
low to have an opportunity to stay in the game, since the alter-
native was to go out of business. The fact that 64 percent of the
suppliers that were offered contracts were small validates. We be-
lieve the extraordinary low-bid rates will be unsustainable over a
3-year contracting period, and any savings will be at the expense
of services to the beneficiary.

Significant aspects of the development and implementation of
this bidding program have been shrouded in secrecy. The lack of
transparency, the unwillingness by CMS to share key information,
mask deficiencies of the program and make it impossible to evalu-
ate why CMS reaches various decisions. Moreover, CMS has re-
jected congressionally mandated working with the PAOC commu-
nity. They have not worked with the PAOC community.

There are 33 business days before round one of this program
takes effect. The program would be a historic change affecting as
many as three million beneficiaries in the first phase alone, yet
Medicare has not even announced who has won the bids yet, leav-
ing the education of providers and beneficiaries till the last minute.

For this reason, the American Association for Homecare urges
Congress to immediately halt the implementation of this program.
The wide range of problems and questions about the program must
be independently evaluated and an alternative process to deter-
mine payment rates for home medical equipment must be explored.
The Association stands ready to work with members of this Com-
mittee and other Members of Congress immediately to address
these issues.

In closing, I want to remind you that home care is part of the
solution to Medicare. It’s not part of the problem. Thank you for
your invitation to speak, and I would welcome any questions that
you have.
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[The prepared statement of Thomas Ryan follows:]

Statement of Tom Ryan, American Association for Homecare

Good afternoon, Mr. Chairman and distinguished members of the Subcommittee.
My name is Tom Ryan. I am a respiratory therapist and President and CEO of
Homecare Concepts Inc., a respiratory and home medical equipment company based
in Farmingdale, New York. I appreciate the opportunity to testify before you today
about very serious concerns surrounding the Medicare DME competitive bidding
program and the negative impact it will have on Medicare beneficiaries and
homecare providers.

I am speaking today on behalf of the American Association for Homecare
(AAHomecare) where I served as chairman during 2006 and 2007 and where I cur-
rently serve on its executive committee. AAHomecare is the national trade associa-
tion representing both providers of durable medical equipment and manufacturers
across the nation. The Association’s membership reflects a broad cross-section of the
homecare community including home medical equipment (HME) providers of all
sizes operating in approximately 3,000 locations in all 50 states. I am also a member
of the board of directors for the New York Medical Equipment Providers Association
(NYMEP).

AAHomecare works to strengthen access to high quality care for millions of Amer-
icans who require home medical equipment, services and therapies in their homes.
Many of our member providers operate health care facilities and businesses in areas
that are subject to the Medicare competitive bidding program. I am scheduled to be
in Round Two of bidding by virtue of serving beneficiaries in the New York metro-
politan area, but I have heard and seen in detail the first-round problems that have
plagued this high-profile program. I am well aware of the bidding program’s antici-
pated effects on both Medicare beneficiaries and suppliers.

Summary

The Medicare bidding program is a poorly conceived and fundamentally flawed
program that is now exhibiting many of the serious breakdowns that were predict-
able based on its failure to recognize and account for the true nature of the way
home medical equipment is provided to Medicare beneficiaries. These breakdowns
have been evident since the start of the Round One bidding process in early 2007,
throughout the bid evaluation process, and right through the recent awarding of
contracts. Design and operational problems in the bidding and contracting phase
will seriously compromise beneficiary access and quality of care. The Association
strongly urges Congress to immediately halt the implementation of this bidding pro-
gram and develop an alternative process that achieves not only accurate reimburse-
ment rates for home medical equipment but, most importantly, ensures good access
to quality care for Medicare beneficiaries.

The current bidding program will drive thousands of qualified HME providers out
of the Medicare marketplace. One of the consequences will be limitations on services
available to millions of seniors and people with disabilities. Nearly two-thirds (63
percent) of accredited, qualified homecare providers that submitted bids have been
disqualified in the first round of bidding. Moreover, such a dramatic reduction in
the number of homecare facilities will result in reduced access to home providers
and the quality of services that they provide if this bidding program moves forward
in its current form. Errors and flaws that have emerged in Round One of bidding
will be embedded in the program if CMS rushes to implement Round Two in 70 ad-
ditional areas in the months ahead.

The Medicare Modernization Act mandated a competitive bidding program to es-
tablish market-based pricing for home-based equipment and care under Medicare.
But because the bidding system will reduce the number of home medical equipment
providers, it will needlessly eliminate thousands of qualified providers, reduce serv-
ices to beneficiaries, and systematically dismantle the nation’s homecare infrastruc-
ture.

HME providers are overwhelmingly small to mid-sized practices that typically re-
ceive about 40-50 percent of their business from Medicare patients. The loss in the
ability to serve this patient population will result in layoffs and many business fail-
ures. The term “competitive bidding” is misleading because CMS is radically reduc-
ing the number of suppliers that compete in a given area.

The changes that will result from the bidding program will affect over three mil-
lion beneficiaries who reside in Round One areas. CMS has indicated that if Round
Two is implemented, approximately 50 percent of all Medicare beneficiaries requir-
ing home medical equipment could be affected. The bidding program could also
quickly affect all Medicare beneficiaries in the U.S. as early as January 1, 2009,
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when CMS will have the authority to apply bid pricing in non-bidding areas. The
ability of CMS to apply bid pricing to non-bidding areas, especially rural areas with
hard-to-reach patients, is clearly not market-based.

For these reasons the Association urges Congress to immediately halt the imple-
mentation of this program until the wide range of problems and questions about the
program can be independently evaluated and an alternative process to determine
payment rates for home medical equipment can be explored. Without a pause in the
implementation timeline to review serious concerns and examine alternatives, Medi-
care’s home medical equipment benefit will be irreparably harmed.

Consequences of Bidding

Impact on Beneficiary Quality of Care

Many Medicare beneficiaries who reside in bidding areas will likely see: (1) a re-
duction in the level of services they receive; (2) lower quality items that may not
be tailored to their specific needs; and, (3) disruptions in continuity of care as they
are forced to switch providers.

Under the bidding program, suppliers are required to provide the same products
to Medicare beneficiaries as they provide to non-Medicare patients, but only in situ-
ations where a physician specifically prescribes a certain product and brand. In all
other cases, suppliers have the option to provide a range of products that fit within
the physician’s prescription. With the drastic reduction in reimbursement rates,
there will be a diminution in the quality of goods and the level of service that sup-
pliers have furnished in the past.

Additionally, CMS has also awarded contracts to suppliers who currently have no
physical presence in bidding areas. These suppliers have the following options. They
can: (1) quickly form subcontracting arrangements with local suppliers, or (2) at-
tempt to open a new location(s) to service beneficiaries residing within a bidding
area. In either case, suppliers will have to make these changes in the next 60 days
because the program starts on July 1.

In the complex power wheelchair marketplace, there are a number of problematic
areas that will impact quality of care. A contract winner who is not currently lo-
cated in the bidding area could attempt to form subcontracting arrangements. How-
ever, the Medicare allowable set through bidding is unlikely to financially support
both the contract supplier and the subcontractor. Also, CMS accrediting bodies can-
not necessarily guarantee that “winning” suppliers use exclusively accredited sub-
contractors. In its final rule on bidding, CMS stated that it will “not evaluate sub-
contractors to determine if they meet the accreditation, quality, financial and eligi-
bility standards because a subcontractor to a contract supplier cannot itself be a
contract supplier and cannot submit claims under the Medicare DMEPOS Competi-
tive Bidding Program.” Moreover, these subcontracting suppliers could provide the
beneficiary with a very inexpensive power wheelchair system that may not be as
durable nor may it fully meet the beneficiary’s needs, as complex power wheelchairs
that are currently provided. Finally, CMS does not mandate that suppliers repair
the complex power wheelchair they provide. Given the low payment rates for re-
pairs, the Medicare beneficiary may very likely find him/herself unable to find a pro-
vider willing to repair the power wheelchair.

CMS made decisions in the diabetic arena that are likely to jeopardize disease
management services to Medicare beneficiaries. In the diabetes treatment area,
CMS did not ensure that all bidders played by the same rules. First, it did not de-
fine a formulary and it did not apply the rules of bidding equally to all bidders. As
a result, CMS may have significantly limited beneficiaries’ range of choices of diabe-
tes monitoring systems and supplies. Second, by excluding retail providers from the
bidding process, CMS distorted and clearly undermined the objectives of competitive
bidding by allowing more than one reimbursement rate for the same product in an
area. This was not envisioned by Congress. This unprecedented policy is anti-com-
petitive. Unless winning suppliers are providing the same or equivalent products or
services as are provided today, patients may now turn to retail stores for their sup-
plies, where the cost is greater and there is no Medicare savings. We believe that
CMS should establish one reimbursement rate for a product in an area regardless
of where it is purchased, at a fair rate that allows choice so that beneficiaries do
not have to switch their systems.

Over 20 million Americans currently live with diabetes, a serious and chronic dis-
ease. One in four Medicare patients suffers from diabetes and these beneficiaries ac-
count for 40 percent of Medicare spending. Given these statistics, it is imperative
that we work to help patients more effectively manage their chronic disease. Reduc-
ing the likelihood that diabetes patients will be compliant in managing their disease
should not be the bi-product of bidding.
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Prior to bidding being implemented, significant policy changes have been slated
to take effect that will impact home oxygen beneficiaries. The transfer of ownership
of oxygen equipment and the 36-month payment cap—which both go into effect on
January 1, 2009—are very likely to cause confusion with beneficiaries and adversely
impact the level and quality of service beneficiaries have come to expect. These
issues will only be magnified with bidding and its additional set of rules. For exam-
ple, a beneficiary who is in his/her 31st month on oxygen therapy with an advanced
oxygen system who moves to a new geographic area is unlikely to find an oxygen
provider willing to furnish the same level of technology that the beneficiary was pre-
viously using.

There is also the real issue of suppliers being able to ramp up operations to meet
significant new demand for medical equipment and services subject to bidding.
While CMS has presumably selected enough suppliers to service an entire bidding
area for each product category, contract suppliers are going to have to be prepared
for a significant increase in demand for these items and services. Based on the infor-
mation provided by CMS that identifies the number of contracts that were offered
in each product category and each bidding area, contract suppliers could see an in-
crease of 200-300 percent in the number of patients they are required to serve. Sup-
pliers may be overwhelmed by the huge increase in volume, which their systems
and infrastructure did not anticipate or may not be able to handle. This is especially
true for suppliers who have never operated in bidding marketplaces prior to the im-
plementation of this program. Contract suppliers that cannot meet demand are un-
likely to provide the level of service that patients are accustomed.

These changes will also impact manufacturers who provide suppliers with lines
of credit, which allow them, in turn, to purchase home medical equipment. These
manufacturers will experience significant chaos in the credit market. Good providers
who lost bids will become instant bankruptcy risks for manufacturer creditors be-
cause they have no way to anticipate the impact of bidding on suppliers and their
ability to meet payment obligations. It will also be difficult for manufacturers to pro-
vide winning suppliers with the credit they are seeking given the significant pay-
ment cuts. Credit from financial institutions for winning suppliers who need to in-
crease their operating capacity to meet increased demand also may not be readily
available as the financial markets have recently made lending much more difficult.
As a result, it will be the beneficiary who may not be able to receive the same qual-
ity of items and services that were previously provided due to credit pressures.

Impact on Beneficiary Access to Care

The Association is aware of some suppliers that were awarded contracts for cer-
tain product categories, which those same suppliers never before provided. In these
circumstances, CMS has never outlined how it evaluated a supplier’s self-reported
plans to provide these new services. We also question how these suppliers could sub-
mit accurate bids for such services and items while also incorporating an unknown
demand factor and operation costs into their bid calculation.

Consider the range of beneficiaries that will be impacted by bidding effective July
1:

¢ More than 220,000 Medicare beneficiaries who currently rely on home oxygen
therapy may experience a disruption of their service if their provider does not
elect to “grandfather” existing patients, and tens of thousands of new patients
prescribed the therapy will have severely limited access from July 1, 2008 for-
ward. As these beneficiaries assume ownership of their equipment in January
2009, they may have to switch providers in order to obtain portable oxygen.

¢ 143,000 beneficiaries currently receiving home-delivered diabetic supplies may
be forced to switch providers by July 1 since there is no “grandfathering” provi-
sion. Small “winners” will be overwhelmed by the rush of patients to switch
suppliers by CMS’ deadline.

¢ 10,000 beneficiaries currently receiving home enteral nutrition therapy may be
forced to switch providers by July since there is no “grandfathering” provision.

¢ 16,000 beneficiaries currently being treated at home for Obstructive Sleep
Apnea (OSA) may have to switch providers as they assume ownership of their
equipment under the Deficit Reduction Act (DRA).

¢ 25,000 elderly beneficiaries currently relying on hospital beds to remain at
home may have to switch if their providers do not “grandfather” due to pricing
in one or more markets.

Beneficiaries also are likely to face the prospect of coordinating care with multiple
suppliers in bidding areas. Prior to bidding, a beneficiary’s home medical equipment
needs could be served by one supplier. Now, suppliers can only serve beneficiaries
for items and services subject to bidding for which they have received a contract.
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If a beneficiary needs a hospital bed, a walker and oxygen therapy, the beneficiary
may require care from three separate suppliers due to the mechanics of the bidding
program.

Few beneficiaries are aware that changes resulting from this program are immi-
nent. If services and quality are reduced, if access is curtailed or beneficiary compli-
ance diminishes—all likely outcomes from this program—Medicare costs will in-
crease as patients require longer hospital stays, seek more frequent physician inter-
action and visit the emergency room.

Failure to Educate Beneficiaries, Referring Clinicians and Suppliers

CMS has touted an extensive list of steps it has taken to educate the supplier
community about competitive bidding. Nevertheless, 63 percent of suppliers who at-
tempted to participate were unable to navigate the bidding process and operational
questions remain. Further, the supplier community, who has the most direct contact
with existing beneficiaries that will be impacted by this program, has never been
formally engaged by CMS to educate the beneficiary community on the changes that
will result from bidding. To our knowledge, CMS has published only one pamphlet,
in October 2007, to educate Medicare beneficiaries. This is for a program that is
scheduled to go into effect in less than 60 days.

Now that there are “winners” and “losers” because of the program, “losing” sup-
pliers have no incentive to educate beneficiaries and “winning” suppliers are con-
sumed with the prospect of ramping up their operations to handle a significant in-
crease in demand for services.

Once again it is the beneficiary that will suffer. Unfortunately, ensuring that
three million beneficiaries in the 10 areas subject to bidding are educated on how
the home medical equipment benefit will operate will be extremely difficult in the
remaining days before this program goes into effect. Many Medicare beneficiaries
who rely on or will need home medical equipment and services are the most frail
within our health care system. Many do not have access to the internet. They are
homebound. They are not able to attend public meetings like those held to educate
beneficiaries about the Medicare Part D program.

Bidding Implementation Problems

The Medicare bidding program is expected to immediately impact more than 4,500
home medical equipment companies in the first ten metropolitan statistical areas.
Ultimately, only 1,005 unique supplier companies submitted bids to CMS for consid-
eration. Of that, 630 supplier companies were disqualified from consideration be-
cause of a failure to submit complete and accurate information—leaving a pool of
only 375 companies for CMS to consider. Regardless of whether supplier packages
were deemed complete or incomplete, we do not believe that any program where
more than 60 percent of suppliers were disqualified should be considered a success
and should move forward. These statistics point to a failure by CMS to properly
educate suppliers about the bidding program and flaws within the internal bid sub-
missions review process.

The lack of supplier participation can be traced back to the initial bid submission
period in May 2007. Suppliers in the 10 metropolitan areas subject to bidding imme-
diately encountered a wide range of significant problems.

Suppliers found that the bid submission system was primitive, cumbersome and
fraught with problems resulting in excessive data input time and loss of submitted
data. Frequently, the system was non-operational and inaccessible.

The problems faced by suppliers during the bidding window were so significant
that CMS extended the bidding window three times (two one-week delays followed
by a 60-day delay). Ultimately, however, we believe that some suppliers were unable
to navigate the program and were unable to participate in the program.

More procedural and operational flaws that threatened the integrity of the entire
program became more readily apparent when CMS began informing suppliers
whether they won a contract on March 21. These flaws include, among others: (1)
the Competitive Bidding Implementation Contractor’s (CBIC) inappropriate rejec-
tion of qualified bids due to misplaced or overlooked documentation that was prop-
erly and timely submitted by suppliers; (2) inappropriate disqualification of bids due
to purported “financial stability” reasons, which neither the CBIC nor CMS has ever
explained during or after the bidding process; (3) a seemingly arbitrary process re-
garding how the CBIC or CMS used providers’ self reporting capacity to determine
how many winning suppliers were needed for each market; and (4) extremely mini-
mal information disclosed in terms of the calculation of the winning bid amounts
and related results.

The original “request for bids” rules on the CBIC’s web site stated that the CBIC
will inform suppliers of any deficient documentation; the original RFB rules said
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that, “beginning 10 business days before the bidding window ends, suppliers will be
notified if there is any missing hard copy attachments.” These rules were in place
as of May 2007, and upon which suppliers relied as they navigated the cumbersome
and confusing bid process. However, on September 13 (just prior to the closing date
of (Sept. 25, 2007), the CBIC revised this RFB rule without any type of notice to
the bidding community.

Equally troubling, especially in light of an extraordinary disqualification rate of
63 percent, is that CMS has never delineated a process at any time in the develop-
ment or implementation of this program by which suppliers who were disqualified
would be able to have their cases reviewed. Subsequent to the mass disqualification
of suppliers on March 21, the CBIC initially informed suppliers who questioned
their disqualification that their cases would be reviewed for accuracy within 30
days. Recently, the CBIC has sent e-mail communication to some of these suppliers
indicating that it would not be able to meet its stated review period. For others,
the CBIC has just reaffirmed the original “incorrect” disqualification and left these
suppliers, who have proof that they have been wrongly disqualified, with no avenue
for a proper review of their supporting information.

Home Medical Equipment Supplier Impact

The Association believes that the Medicare bidding program will radically change
the HME marketplace if implemented in its current form. CMS will selectively con-
tract with only approximately 300 unique supplier companies in the first 10 metro-
politan areas under the fee-for-service program. CMS’ own statistics have shown
that approximately 4,500 unique companies reside in these 10 bidding areas. This
would indicate that CMS intends to contract with approximately 7 percent of exist-
ing home medical equipment companies. Even if we only account for the unique
companies that took part in the program—1,005 companies—CMS is still threat-
ening the financial viability of 70 percent of the otherwise qualified and accredited
suppliers in the current homecare marketplace.

The integrity of contract suppliers may also become a question since some sup-
pliers who participated in the program submitted bids based on the assumption that
they would be awarded contracts for multiple product categories subject to bidding.
If, for example, a supplier submitted its bids expecting to be a contract supplier for
multiple product categories but only “won” a contract for one product category, the
supplier’s long-term sustainability may be in question.

Homecare has been shown to be the most cost-effective and patient preferred type
of care provided to beneficiaries. As baby boomers retire and become eligible for the
Medicare program, demand for home medical equipment is likely to increase. These
beneficiaries will prefer the advancements in technology that allow them to live full
lives in the home setting. Arbitrarily limiting the number of homecare companies
that the market will support should be viewed as selective contracting, not competi-
tive bidding.

Savings Questionable

The bidding program designed by CMS is fatally flawed and its widely touted sav-
ings are misleading. Smaller suppliers were fearful that larger suppliers had a com-
petitive advantage in the bidding system due to the ability of these larger suppliers
to negotiate volume pricing with manufacturers. As a result, smaller suppliers be-
lieved they could only remain viable by bidding at levels that were extraordinarily
low, but assumed that larger supplier bids would reflect accurate (higher) pricing
and would increase the final Medicare single payment amount, thus, rationalizing
payments.

Essentially, small suppliers bid unreasonably low to have an opportunity to “stay
in the game” since the alternative is to go out of business. The fact that a large
percentage of suppliers offered contracts, 63 percent, were small suppliers validates
this theory. Because so many small suppliers bid so low, these bidders came close
to meeting the capacity projections; preventing many of the larger firms’ bids from
being considered. We believe the extraordinarily low bid rates will be unsustainable
over a three-year contracting period.

The argument that the pricing levels established through bidding are indicative
of market pricing is unfounded. The bid system established an elaborate “game”
with skewed incentives, resulting in prices that are not reflective of market pricing;
but instead were based upon a desperate need to “stay alive” through the bid pro-
gram.

We anticipate that beneficiaries in the bid areas will receive lesser quality items
and reduced services. Also problematic will be beneficiary disruption and confusion
that will lead to additional program costs in the form of longer hospital stays, more
frequent physician visits and care sought in emergency rooms. None of these factors
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has ever been identified by CMS in its presentation of savings that can be achieved
through bidding.
Lack of Government Transparency

The development and implementation of the bidding program have been shrouded
in secrecy. The lack of transparency masks deficiencies of the program and makes
it impossible to evaluate fully the way CMS reached its various decisions at every
stage of the process. CMS’ unwillingness to share basic information about the pro-
gram raises serious questions about any future rounds of the program with respect
to fair supplier selection and patient access to quality suppliers.

CMS has not shared meaningful bidding data nor the methodology and criteria
used to establish new Medicare payment rates and the criteria by which suppliers
were evaluated. By refusing to release critical data, CMS is impeding an open as-
sessment and dialogue with the public.

How did CMS evaluate the financial stability of providers? How did CMS review
a supplier’s self-reporting capacity to meet the market’s need? Did CMS properly
calculate the single payment amount? What criteria did CMS use to evaluate bids
and determine whether a bid was a “bone fide” one? What process did CMS use to
re-evaluate the bidding packages of suppliers who believe they were inappropriately
disqualified from the program? These and other questions still remain unanswered
and threaten the integrity of the bidding program.

Recommendations

Due to the flaws, errors and questions that have plagued Round One, and will
certainly carry through to Round Two, we urge Congress to immediately halt the
implementation of this bidding program. The Association supports the implementa-
tion of a rational, alternative process to determine Medicare pricing for DME items
and services.

AAHomecare stands ready to work with members of this Committee and other
members of Congress as early as today to address these complex challenges and en-
sure the provision of cost-effective and quality homecare to deserving Medicare
beneficiaries.

——

Chairman STARK. Thank you.
Mr. Thomas.

STATEMENT OF PETER W. THOMAS, ESQ., CO-CHAIR, CONSOR-
TIUM FOR CITIZENS WITH DISABILITIES HEALTH TASK
FORCE

Mr. THOMAS. Thank you, Mr. Chairman. My name is Peter
Thomas and I'm being so bold today as to try to represent the voice
of the Medicare beneficiary through the Consortium for Citizens
with Disabilities. CCD is a coalition of 100 national disability-re-
lated organizations and includes some of the major disability
groups in the country, including the Brain Injury Association of
America, the United Cerebral Palsy Associations, the National
Multiple Sclerosis Society and many others.

Let me just take a moment to say that we’ve talked a lot about
devices and products today. I just need to bring home to the Com-
mittee how vital these devices and services and items really are to
beneficiaries across the board, across the Medicare Program, but
especially for those with long-term needs with severe disabilities,
with chronic conditions. These items and services and related de-
vices are a lifeline to independent living and to functionality and
to health care, good, solid health care.

In addition to the senior population, of course, the Medicare pro-
gram covers over six million people below the age of 65 that are
only on the program because they have disabilities that permit
them—or that do not permit them to work. I hope that this Com-
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mittee and CMS really takes this into account in implementing the
program.

DMEPOS items and services disproportionally impact people
with disabilities. This is a relatively vulnerable population in the
Medicare program and assistive devices really mean a great deal
for function and health care. The CCD groups have opposed com-
petitive bidding since the beginning, in 1997 with the demonstra-
tion projects, in 2003 when the MMA passed, and of course now
less than 2 months before it’s being implemented.

Under the current fee schedule, price is a constant, and suppliers
compete on a range of other variables, including good service to pa-
tients, including being responsive to referral sources and physi-
cians, and exercising good business practices. That’s what competi-
tion is currently in the Medicare system for this benefit. When
price becomes the sole determinant of who gets the contract, all of
those other provisions become secondary. So, the CCD opposes com-
petitive bidding for three main reasons: One, it will reduce choice,
two, it will reduce quality, and three, it will reduce access.

As to choice, choice of supplier, the competitive bidding program
clearly reduces the choice of suppliers as a large number of long-
standing, high quality providers did not receive bids. Thousands
and thousands of people with disabilities will wake up on July 1st
and have disruptions in their provider-patient relationships, many
of whom will not know the first thing as to how to address those
new needs.

Two, in terms of brand names. People with disabilities and
chronic conditions often use brand names because they have par-
ticular needs or they have particular preferences that a particular
brand of DME item or service will really address. So we are very
concerned with shrinking margins and with lesser providers that
you're going to have a restriction in the number and breadth of de-
vices covered under the program.

Number two is quality. We believe that there will be in fact a
race to the bottom in the area of quality with respect to competitive
bidding. You know, the ability to choose and move from provider
to provider under the current system is an important quality assur-
ance mechanism. If a beneficiary doesn’t have a major interest in
being restricted in their provider choice and would like to save
some on copayments, they can join the Medicare Advantage plan.
But if they’re in the fee-for-service plan, we feel strongly that they
should maintain—have the right to choose their provider and the
services that that provider provides.

In terms of access, we also believe that the competitive bidding
program will dramatically limit access to not only the number of
suppliers, and in fact cause additional need to travel long distances
and the like.

So, we have a series of recommendations. The first would be, and
our hope is to simply repeal or eliminate the competitive bidding
program. We believe there are mechanisms that are currently in
place that CMS has to adjust prices if they deem them unreason-
able, and to use those existing authorities to adjust reimbursement
levels when necessary. If competitive bidding is not repealed or
eliminated, we do think that Congress should delay round one be-
cause of the concerns that I've raised in my testimony.
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If in fact that is not possible, certainly round two should be de-
layed, because round two is where you are able to learn what oc-
curred in round one and hopefully apply those lessons learned.

We do think that exempting specific, uniquely fitted and individ-
ualized items and services are extremely important, and so we do
support the Medicare Access to Complex Rehabilitation and Assist-
ive Technology Act, H.R. 2231, which would exempt seating, posi-
tioning, mobility devices and speech-generating devices from com-
petitive bidding.

Finally, let me also say that we think that there should be an
opt-out provision for beneficiaries to choose to opt out of competi-
tive bidding and simply pay the 20 percent of the fee schedule
amount, at least in the first or second year of this program, to act
as a real safeguard and a safety measure to ensure compliance
with quality care.

There is one other recommendation before I end, and that simply
is for CMS to create a separate toll-free number and have an
ombudsperson or people who are well qualified to answer these
questions and address the concerns that we are sure are going to
come to them on July 1st and beyond.

Thank you very much.

[The prepared statement of Peter W. Thomas follows:]

Statement of Peter W. Thomas, Health Task Force Co-Chair,
Consortium for Citizens with Disabilities

Chairman Stark, Ranking Member Camp, and Members of the Subcommittee:

Thank you for this opportunity to testify on Medicare’s competitive bidding pro-
gram for Durable Medical Equipment, Prosthetics, Orthotics, and Supplies
(“DMEPOS”), scheduled to begin being implemented in less than two months from
today.

My name is Peter Thomas and I am an attorney with the law firm of Powers,
Pyles, Sutter and Verville, P.C. I am here today representing the Consortium for
Citizens with Disabilities (“CCD”) Health Task Force. The CCD is a coalition of over
100 national disability-related organizations working together to advocate for Fed-
eral public policy that ensures the self determination, independence, empowerment,
integration and inclusion of children and adults with disabilities in all aspects of
society. CCD members include the National Multiple Sclerosis Society, the Brain In-
jury Association of America, United Cerebral Palsy Associations, and United Spinal
Association, to name a few. The CCD Health Task Force focuses on health care pol-
icy from the perspective of people with disabilities and chronic conditions and, as
such, I am testifying today to bring forth the views of Medicare beneficiaries, par-
ticularly those with significant health care needs.

I am also here as an individual with personal experience with a disability. My
34 years walking on artificial legs has demonstrated the vital role that assistive de-
vices can play in the health, function, rehabilitation, and independent living of peo-
ple with disabilities, including Medicare beneficiaries. And it is important to remem-
ber that in addition to seniors, the Medicare program serves the health care needs
of over six million beneficiaries below the age of 65 who have become Medicare eligi-
ble due to a disability that is severe enough to prevent them from working.

Many CCD member organizations opposed the Medicare DMEPOS competitive
bidding program since 1997 when the competitive bidding demonstration projects
were authorized by statute. The current competitive bidding program was author-
ized in the Medicare Modernization Act of 2003 (“MMA”) over the objection of many
disability-related groups. Those same groups, and more, remain deeply concerned
about the impact of this program on Medicare beneficiaries. This is because we be-
lieve this program disproportionately impacts and unfairly places at risk some of
Medicare’s most vulnerable beneficiaries—individuals with disabilities and chronic
conditions. We fail to see why Congress and the Administration would single out
vital assistive devices and technologies under the Medicare fee-for-service program
to be provided by the lowest bidder when other benefits are not exposed to this po-
tentially harmful practice.
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The hallmark of the Medicare fee-for-service program is patient choice of provider/
supplier. Accessing the provider of choice is an important quality assurance mecha-
nism, as any beneficiary can simply choose another qualified provider if their cur-
rent provider is not meeting their needs. The current fee schedule makes price a
constant variable and makes suppliers compete for Medicare beneficiaries by pro-
viding excellent service, meeting patients’ needs, establishing reliable and long-
standing relationships with physicians who refer patients to suppliers. When com-
petitive bidding is employed, the sole variable becomes price, while service, patient
satisfaction, patient choice, and access are presumed to be equivalent from one sup-
plier to another. As such, the fee schedule amount of an assistive device may de-
crease, but so will the quality of care.

This is particularly important to beneficiaries who have significant health care
needs on an ongoing basis. If a beneficiary is not concerned about choice of provider
and would prefer to spend a little less on copayments under Medicare Part B, they
are free to choose to enroll in a Medicare Advantage plan. Policymakers who have
concerns about the restrictions and disincentives in Medicare Advantage plans
should not be in favor of extending these same principles to the Medicare fee-for-
service program, as the current law will do.

To date, the competitive bidding program has been largely viewed as a provider/
supplier issue centered on the price that Medicare pays for durable medical equip-
ment and supplies (“DME”). (Although competitive bidding generically applies to the
DMEPOS benefit, all prosthetic limbs and most orthotic braces are exempt from
competitive bidding due to the fact that they are highly customized to the patient
and require significant clinical services.) Although CCD and other consumer groups
have long opposed competitive bidding, it has been the DME/home care industry
that has been most vocal on this issue. However, as we now begin to see the details
of implementation of this program and the real-life impact that these enormous
changes in the benefit will have on beneficiaries, we feel that the consumer voice
needs to be amplified.

CMS is about to begin a massive experiment and individuals with disabilities and
chronic conditions are the unwitting participants. The public awareness of this pro-
gram is extremely low and we are convinced that many thousands of Medicare bene-
ficiaries with long term disabilities and chronic conditions will awake on July 1st
to find that they no longer have access to their trusted DME supplier. These bene-
ficiaries will have to start anew with another supplier, one who may be less conven-
ient and less familiar with beneficiaries’ specific needs. We as consumers must un-
derscore at this point that assistive devices and technologies are not interchange-
able, luxury items, but, instead, are essential tools with which we create inde-
pendent lives. In our opinion, experimenting with the quality of and access to these
devices is risky and simply not reasonable.

That being said, we are not opposed to adjusting Medicare reimbursement levels
for items and services to make them more reasonable for beneficiaries. And we rec-
ognize the benefits to consumers of lower reimbursement levels in the form of re-
duced co-payments. However, there are currently mechanisms in place for CMS to
adjust reimbursement levels, such as the inherent reasonableness process. It is our
strong belief that the modest decreases in co-payments that will result from the
competitive bidding program simply do not outweigh the price that beneficiaries
with disabilities and chronic conditions will pay in the form of reduced access, qual-
ity, and choice.

Although CCD does not support competitive bidding, we do support the Medicare
Modernization Act’s requirements that DMEPOS suppliers become accredited and
meet certain quality standards in the provision of care. These requirements are vital
to help ensure that all beneficiaries receive the highest quality devices and tech-
nologies to meet their medical and functional needs.

CCD Concerns with Competitive Bidding for DMEPOS

Although there has been a significant lack of beneficiary education from CMS
leading up to the roll out of this program, the CCD Health Task Force is beginning
to hear from members and numerous other stakeholders regarding the potential
threats to assistive devices and technologies under this program. As a result, we
have objectively analyzed the program and I will summarize our current concerns.

Decrease in the Quality of Devices, Products, and Technologies: CMS esti-
mates that, on average, the price Medicare will pay suppliers for the targeted prod-
ucts is 26% lower than current payment rates. These dramatic price reductions pro-
vide disincentives to suppliers to offer the highest quality devices and products. The
likely decrease in the quality of assistive devices and technologies, especially highly
individualized or complex devices and technologies, threatens the ability of the bene-
ficiary to be as functional and independent as possible. Additionally, the use of im-
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proper equipment could result in related medical complications (e.g. bed sores,
shoulder injuries) for the individual and the costs of treating these complications
will likely diminish significantly the cost savings from competitive bidding. Further-
more, because many private payors take their reimbursement cues from Medicare,
we expect that individuals with private insurance will eventually face many of the
same guality issues as Medicare beneficiaries when competitive bidding is imple-
mented.

Access to Related Services: Often individuals with significant disabilities such
as spinal cord injuries, cerebral palsy, multiple sclerosis, and amyotrophic lateral
sclerosis (“ALS”), require assistive devices that must be fitted and/or programmed
to meet their individual needs. In addition, technology assessments, home evalua-
tions, and other specialized services are regularly performed in order to ensure that
the appropriate equipment is provided. Suppliers often have 24-hour hotlines for
emergency service and strive to maintain quick turn-around times on repairs. With
the significant decrease in reimbursement to suppliers for the competitively bid
items and, from what we understand, the inexperience of many of the potential con-
tract suppliers to provide the benefits they have been selected to provide, CCD
members are extremely concerned that these related services will either be re-
stricted or no longer available to consumers.

We would like to make clear that time-consuming services provided to bene-
ficiaries such as fittings, refittings, evaluations, programming, repairs, etc., are not
optional services, but instead, are vital to the safe and effective use of many assist-
ive devices and technologies.

Access to Suppliers: It is our understanding that suppliers, when bidding, of-
fered CMS an estimate of the percentage of the population in a metropolitan statis-
tical area (“MSA”) that they believed they would be able to serve. CMS then used
these estimates to determine which suppliers would be offered Medicare contracts
without, apparently, conducting any independent verification of these supplier esti-
mates. It is also our understanding that CMS expected approximately 15,000 bids
to be submitted for the first round of the program but received just 5,000. We also
understand that across the 10 MSAs, CMS only offered 1,300 contracts to suppliers,
even though they expected to award 9,000. We expect the result to be a significant
decrease in the number of suppliers available to Medicare beneficiaries and CCD is
very concerned that this decrease, combined with the unverified manner in which
CMS has determined the number of suppliers necessary in each MSA, will result
in serious access problems.

For example, Lisa is a Medicare beneficiary with quadriplegia who uses a custom
seating and positioning system to promote proper posture and preserve skin integ-
rity while using her wheelchair. She currently receives services at a specialized
seating clinic, often the only setting where a beneficiary in need of specialized seat-
ing systems can be served properly. However, the suppliers that serve the seating
clinic were not offered a contract by CMS under the competitive bidding program
and, as a result, Lisa will loose access to the comprehensive “team” approach avail-
able only at this type of clinic. Instead, she will have to travel ten miles farther to
the next appropriate supplier who will not be able to provide services using this
team approach. It is important to note that many individuals will also face the new
and difficult burden of physically accessing a new supplier who is located much far-
ther from their home or in a location that is more difficult for them to access. For
individuals with severe disabilities, this new burden cannot be underestimated.

Impact on Beneficiary-Supplier Relationships: Many Medicare beneficiaries
may wake up on July 1st to find that they can no longer purchase items from their
supplier with whom they have worked for many years. Many suppliers have detailed
knowledge of their patients’ disabilities and related conditions, and a history of pro-
viding them with the most appropriate devices to meet their needs. These long-
standing beneficiary-supplier relationships could be considered one of Medicare’s
best defenses against fraud and abuse and an important quality indicator; however,
many of these relationships will be broken as a result of the competitive bidding
program.

For example, John, a power wheelchair user, had a spinal cord injury when he
was in high school and has been going to the same supplier, located just four blocks
from his home, for over 20 years. This supplier has detailed knowledge of his dis-
ability and related conditions such as prior decubitus ulcerations, contractures, and
“overuse syndrome” in his shoulders, all conditions secondary to his disability. As
a result, this supplier has a history of providing John with the most appropriate
wheelchair and related accessories to meet his changing needs. However, because
this supplier was not selected as a contractor in the Medicare competitive bidding
program, as of July 1st, John will have to start all over with a new supplier. The
new supplier has no historical knowledge of his particular disability and related
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needs, does not carry the specific brand of wheelchair he has used for years, and
is located more than five miles from John’s home.

Access to Brand Name Devices: Individuals who use assistive devices will tell
you that consumer preference for a specific brand is an important factor when deter-
mining the most appropriate device. Competitive bidding will force many individuals
to switch to new suppliers who may not offer the same brands of devices that they
are accustomed to using. A forced substitution in brand could significantly impact
the functional level of an individual, thereby impacting their health and functional
status.

CCD’s Policy Recommendations to Congress

Congress intended the competitive bidding program to be phased-in over a sev-
eral-year period by 2010. Unfortunately, because CMS fell behind in the implemen-
tation of the first round, the agency has accelerated the implementation of the sec-
ond round, to be implemented in 70 MSAs next year, in order to meet the 2010 stat-
utory deadline. This accelerated timeline means that CMS will be expanding com-
petitive bidding virtually nationwide with very little data on the impact of the pro-
gram on Medicare beneficiaries. It also leaves little time for Congress to act to pro-
tect consumers.

For the reasons stated in this testimony, we urge Congress to eliminate
DMEPOS competitive bidding entirely so as not to subject Medicare bene-
ficiaries, especially those with disabilities and chronic conditions, to a sys-
tem that compromises access, quality, and choice. CMS currently has at its
disposable mechanisms to adjust prices when Medicare reimbursement levels are
deemed unreasonable, and it should use those existing authorities to adjust reim-
bursement levels when necessary.

If competitive bidding proceeds to be implemented, we urge Congress to
delay implementation of the first round of DMEPOS competitive bidding
until significant flaws in the selection process and number of suppliers are ad-
dressed and until safeguards are in place to protect the consumer.

We urge Congress and CMS to delay the second round of DMEPOS com-
petitive bidding in order to allow CMS and stakeholders appropriate time to as-
sess and address the impact of the first round on all Medicare beneficiaries, espe-
cially people with disabilities and chronic conditions.

We strongly support Congressional efforts to exempt items from competi-
tive bidding that must be uniquely “fitted” and individualized for the spe-
cific user. CCD supports the Medicare Access to Complex Rehabilitation and As-
sistive Technology Act (H.R. 2231/S. 2931), legislation to carve-out complex assistive
technology and devices such as seating, positioning, and mobility devices and speech
generating devices from the competitive bidding program, with the goal of protecting
appropriate access.

We urge Congress and CMS to allow beneficiaries with disabilities and
chronic conditions to keep their current supplier under the competitive
bidding program in order to ensure continued quality and choice of sup-
plier. One method may be to allow Medicare beneficiaries to “opt-out” of the com-
petitive bidding network and continue accessing their supplier of choice at the Medi-
care DMEPOS fee schedule amount. Quality would be ensured as consumers would
have the right to pay less under competitive bidding or continue to pay a higher
copayment with their long-standing suppliers. Considering the potential for signifi-
cant disruptions in service if the first round of competitive bidding proceeds on July
1st, this proposal seems imminently reasonable, at least for the first year or two
of implementation.

We urge CMS to establish a separate toll-free number and ombudsperson
for beneficiaries to use regarding competitive bidding questions and con-
cerns. Consumers will have numerous and important questions regarding the
changes in the DMEPOS benefit and a specific toll-free number and access to an
ombudsperson are important safeguards in implementation of this program. Such a
dedicated toll-free number would also allow Congress to more accurately monitor
the impact of competitive bidding on Medicare beneficiaries.

Reforming Competitive Bidding in a Difficult Fiscal Environment

CCD usually does not address Medicare reimbursement issues involving providers
and suppliers unless the policy proposals at issue impact access to quality care.
DMEPOS competitive bidding is such a case and, in this difficult fiscal environment
and with the implementation date for competitive bidding looming, we offer the fol-
lowing thoughts.
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First, any and all alternatives to competitive bidding that are considered by Con-
gress, if designed to be budget neutral, should ensure that beneficiaries are not
harmed by compromised access, quality, and choice.

Second, if Medicare DME fee schedule adjustments are to be made as an alter-
native to competitive bidding, we would argue that such adjustments must be con-
fined to the range of DME items subject to competitive bidding, rather than an
across-the-board fee schedule adjustment. For instance, prosthetic limbs, orthopedic
braces, and a range of other DMEPOS items are not included in competitive bidding
and they should not be affected if Congress decides to adjust certain fee schedules
to make budget neutral changes to competitive bidding.

Conclusion

CCD is very concerned that competitive bidding will significantly threaten access
to and quality of assistive devices and technologies that are essential components
of the health and independence of individuals with disabilities and chronic condi-
tions. We call on Members of Congress and the Administration to delay implementa-
tion of the program and initiate appropriate safeguards to ensure that individuals
with disabilities are not harmed by the upcoming changes in this important benefit.

I thank you for this opportunity to testify before the subcommittee and welcome
your questions.

Chairman STARK. Thank you, Mr. Thomas.
Dr. Hoerger.

STATEMENT OF THOMAS J. HOERGER, PH.D., SENIOR FELLOW,
RESEARCH TRIANGLE INSTITUTE (RTI) INERNATIONAL

Mr. HOERGER. Mr. Chairman and Members of the Committee,
I am pleased to appear before you today. My name is Thomas
Hoerger. I'm a Senior Fellow at RTI International and also Director
of the RTI-University of North Carolina Center of Excellence in
Health Promotion Economics. RTI International is an independent
nonprofit research organization that performs research for the U.S.
Government and private sector clients. Since 1991, I have led a se-
ries of studies on competitive bidding for Medicare Part B services.
All these studies were funded by CMS. In one of these studies, my
colleagues and I evaluated the impact of Medicare’s competitive
bidding demonstration for DMEPOS. After the evaluation, I led an
RTI project to provide technical assistance to CMS on the design
and implementation of the DMEPOS competitive bidding program.
That project ended in August 2007, thus I'm aware of the general
design of the bidding program, but I have no direct knowledge of
specific issues relating to how the suppliers were selected.

Today my comments focus on our evaluation of the DMEPOS
competitive bidding demonstration as well as on the potential value
of using competitive bidding to set prices for DMEPOS. The dem-
onstration project took place in two metropolitan statistical areas
between 1999 and 2002 with two rounds of bidding taking place in
Polk County, Florida and one round of bidding taking place in San
Antonio, Texas.

We evaluated the impact of the demonstration on Medicare ex-
penditures, beneficiary access to care, quality of care, competitive-
ness of the market, and the reimbursement system. Our full eval-
uation report was included as part of the required report to Con-
gress on the demonstration project and is available for downloading
from the RTI website.

Briefly, we reached the following conclusions. Competitive bid-
ding produced lower prices, leading to lower allowed charges for
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the Medicare Program and reduced copayments by beneficiaries.
We estimated that the demonstration reduced Medicare allowed
charges by 9.4 million or 19 percent.

The demonstration had relatively little effect on beneficiary ac-
cess, quality and product selection. Beneficiaries remained as satis-
fied with their suppliers as they were before the demonstration.
The estimated reductions in program expenditures exceeded the es-
timated costs of implementation.

Because the demonstration reduced allowed charges, supplier
revenues had to fall, and that result was probably viewed nega-
tively by suppliers in general. Overall, we concluded that the im-
pacts of the demonstration were largely positive.

Looking more broadly at the use of competitive bidding for
DMEPOS, the basic rationale for competitive bidding is relatively
simple. Ask suppliers how much they are willing to accept in pay-
ment for providing DMEPOS to beneficiaries. Then offer contracts
to those suppliers offering the lowest prices, ensuring that enough
suppliers who are accredited are selected to serve all beneficiaries.
Thus, in principle, competitive bidding gives suppliers strong incen-
tives to reveal their underlying costs and meet accreditation and
quality standards and allow CMS to select suppliers who can pro-
vide DMEPOS products most efficiently, thereby using program
funds and taxpayer dollars in the most prudent way.

Although the basic rationale for competitive bidding for
DMEPOS is simple, implementing competitive bidding is more
complicated. As they say, the devil is in the details, and there a
lot of details when it comes to implementation. In the interest of
time, I will only mention three of the most important issues.

First and foremost is quality. The biggest concern with competi-
tive bidding is that after offering low prices, winning bidders will
provide low-quality products and little or no service to bene-
ficiaries. Congress and CMS have attempted to address this issue
by requiring accreditation for all DMEPOS suppliers serving Medi-
care, both in competitive bidding and in other areas. With this ac-
creditation, specific quality standards are also imposed for each
product category.

Finally, multiple suppliers were selected in each bidding area
and product category. Thus, suppliers will need to provide quality
in order to attract beneficiaries.

Second, in selecting winning bidders, CMS must take great care
to ensure that enough suppliers are selected to serve the Medicare
beneficiaries in an area. This requires CMS to carefully balance
beneficiary access and program expenditures, because selecting
more suppliers would cause the winning bid to increase. Or, con-
versely, if you try to keep the winning bid to low, access may be
reduced. It is important to achieve the right balance.

Third, suppliers should be treated fairly in the bidding process.
This means providing adequate information about the program and
the bidding process and general information about how bids will be
evaluated. However, CMS cannot release the proprietary bids of in-
dividual suppliers.

I would be happy to answer any questions. Thank you for your
time.

[The prepared statement of Thomas J. Hoerger follows:]
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Statement of Thomas J. Hoerger, Ph.D., Senior Fellow, Research Triangle
Institute (RTI) International

Mr. Chairman and Members of the Committee, I am pleased to appear before you
today to provide you with information on research I have performed on Medicare
competitive bidding programs for Part B services.

My name is Thomas J. Hoerger. I am a Senior Fellow at RTI International and
also director of the RTI-University of North Carolina Center of Excellence in Health
Promotion Economics. RTI International is an independent, nonprofit research orga-
nization based in North Carolina that performs research and technical services for
the U.S. Government and private sector clients.

Since 1991, I have led a series of six studies on the design, evaluation, and imple-
mentation of competitive bidding for Medicare Part B services. All of these studies
were funded by the Centers for Medicare & Medicaid Services (CMS). In one of
these studies, my colleagues and I evaluated the impact of Medicare’s competitive
bidding demonstration for DMEPOS. After that evaluation, I led an RTI project to
provide technical assistance to CMS on the design and implementation of the
DMEPOS Competitive Bidding Program. That project ended on August 31, 2007;
thus, I am aware of the general design of the bidding program but I have no direct
knowledge of specific issues relating to how suppliers were selected in the first
round of bidding for the program.

Today, my comments focus on our evaluation of the DMEPOS competitive bidding
demonstration as well as on the general potential value of using competitive bidding
to set prices for DMEPOS.

Evaluation of the DMEPOS Competitive Bidding Demonstration

The demonstration project took place in two metropolitan statistical areas be-
tween 1999 and 2002, with two rounds of bidding taking place in Polk County, Flor-
ida and one round of bidding taking place in San Antonio, Texas. We evaluated the
impact of the demonstration on (1) Medicare expenditures, (2) beneficiary access to
care, (3) quality of care, (4) competitiveness of the market, and (5) the reimburse-
ment system. Data sources for the evaluation included site visits and telephone dis-
cussions with key demonstration participants, focus groups, surveys of beneficiaries
and providers, bid analysis, and claims analysis.

Our full evaluation report was included as part of CMS’s required Report to Con-
gress on the demonstration project and is available for downloading at http:/
vsiww.rti.org/pubs/DMEPOS—ﬁnal-report.pdf. Briefly, we reached the following con-
clusions.

* Competitive bidding produced lower prices, leading to lower allowed charges for
the Medicare program and reduced copayments by beneficiaries. We estimated
that the demonstration reduced Medicare allowed charges by $9.4 million, or
19%. Medicare program expenditures fell by about $7.5 million, and beneficiary
payments fell by about $1.9 million.

¢ The demonstration had relatively little effect on beneficiary access, quality, and
product selection. Beneficiaries remained as satisfied with their suppliers as
they were before the demonstration.

¢ The estimated reductions in program expenditures exceeded the estimated costs
of implementation.

¢ Because the demonstration reduced allowed charges, supplier revenues had to
fall, and that result was probably viewed as a negative effect by suppliers in
general. As expected, demonstration suppliers gained market share as a group,
while nondemonstration suppliers lost market share.

Overall, we concluded that the impacts of the demonstration were largely positive.

The Rationale for Competitive Bidding

Looking more broadly at the use of competitive bidding for DMEPOS, the basic
rationale for competitive bidding is relatively simple: ask suppliers how much they
are willing to accept in payment for providing DMEPOS to beneficiaries. Then offer
contracts to those suppliers offering the lowest prices, ensuring that enough sup-
pliers who are accredited and follow predetermined quality standards are selected
to serve all beneficiaries. Thus, in principle, competitive bidding gives suppliers
strong incentives to reveal their underlying costs and meet accreditation and quality
standards, and allows CMS to select suppliers who can provide DMEPOS products
glost efficiently, thereby using program funds and taxpayer dollars in the most pru-

ent way.

Although the basic rationale for competitive bidding for DMEPOS is simple, im-
plementing competitive bidding is more complicated. As they say, the devil is in the
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details, and there are a lot of details when it comes to implementation. In the inter-
est of time, I will only mention 3 of the most important issues.

First and foremost is quality. The biggest concern with competitive bidding is that
after offering low prices, winning bidders will provide low-quality products and little
or no service to beneficiaries. Congress and CMS have attempted to address this
issue by requiring accreditation for all DMEPOS suppliers serving Medicare, both
in competitive bidding areas and in other areas. With this accreditation, specific
quality standards are also imposed for each product category. Finally, multiple sup-
pliers were selected in each bidding area and product category. Thus, suppliers will
need to provide quality in order to attract beneficiaries.

Second, in selecting winning bidders, CMS must take great care to ensure that
enough suppliers are selected to serve the Medicare beneficiaries in an area. This
requires CMS to carefully balance beneficiary access and program expenditures, be-
cause selecting more suppliers will cause the winning bid to increase. It is impor-
tant to achieve the right balance.

Third, suppliers should be treated fairly in the bidding process. This means pro-
viding adequate information about the program and the bidding process and general
information about how bids will be evaluated. However, CMS cannot release the
proprietary bids of individual suppliers.

Additional Details on the Evaluation

The Evaluation of Medicare’s Competitive Bidding Demonstration for DMEPOS
was conducted by the University of Wisconsin-Madison Center for Health Systems
Research and Analysis and RTI International under CMS Contract No. 500-95—
0061. Authors of the final evaluation report included Sara Karon, Thomas Hoerger
(Project Director), Shulamit Bernard, Kevin Tate, Richard Lindrooth, Teresa Wa-
ters, and Kay Jewell.

Selected key results from the evaluation, taken from the Executive Summary, in-
clude the following:

Medicare Expenditures

¢ In Polk County, Round 1 demonstration prices were lower than the existing
Florida fee schedule for at least 90% of all items in 4 product categories. For
surgical dressings, most demonstration prices were higher. Almost all Round 2
demonstration prices were lower than the Florida fee schedule.

e In San Antonio, demonstration prices were lower than the existing Texas fee
schedule for all items in 4 product categories. In the remaining category, more
than half of the demonstration prices were lower.

¢ For most demonstration items, the demonstration did not have a statistically
significant effect on utilization.

¢ Assuming that the demonstration had no impact on utilization, we estimate
that the demonstration reduced allowed charges in Polk County by $4.7 million
during its 3 years of operation. We estimate that the demonstration reduced al-
lowed charges in San Antonio by $4.6 million during its 23 months of operation.

¢ Combining savings from both sites, we estimate that the demonstration reduced
allowed charges by nearly $9.4 million (19.1 percent). Medicare expenditures
(defined as allowed charges less co-payments and deductibles) fell by about $7.5
million, and beneficiary payments fell by about $1.9 million.

Beneificiary Access

* Beneficiary survey data showed few statistically significant demonstration im-
pacts on access-related survey measures in Polk County and San Antonio. This
suggests that the demonstration had little overall impact on beneficiary access
in these sites.

¢ In Polk County, most demonstration suppliers chose to serve every zip code in
Polk County. Similarly, in San Antonio, most suppliers chose to serve all three
counties in the demonstration area.

¢ The transition to demonstration prices and suppliers passed relatively smoothly
in Polk County and San Antonio. The smooth transitions appeared to be related
to the existence of transition policies and the willingness of nondemonstration
oxygen suppliers to continue serving their patients. As a result, there was rel-
atively little disruption of existing relationships between suppliers and bene-
ficiaries during the transition.

¢ Our Polk County beneficiary survey analysis detected a statistically significant
decline in the provision of portable oxygen equipment and an increase in con-
serving device usage among new users under the demonstration. We also de-
tected a decline in maintenance visits among new users of medical equipment
in the demonstration area. Other statistically significant impacts in Polk Coun-
ty included changes in the ways beneficiaries order and receive their equip-
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ment, as well as declines in some types of training for urologicals and surgical
dressings users.

In contrast, beneficiary surveys in Texas indicate that the demonstration did
not have a significant impact on portable oxygen and conserving device use in
San Antonio, nor was there a decline in maintenance visits for new users of
medical equipment.

To further evaluate the impact of the demonstration on portable oxygen use in
Polk County, we analyzed claims data. This analysis indicates that the dem-
onstration had a negative and statistically significant impact on the percentage
of new oxygen users who received portable oxygen, especially during Round 2.
However, the negative impact was smaller in magnitude than the impact sug-
gested by the beneficiary survey.

Referral agents who ordered equipment and supplies for their patients reported
a few problems with access during the first months of the demonstration.
Agents later became more familiar with demonstration rules and demonstra-
tion-eligible suppliers, and began using suppliers with whom they were com-
fortable. In general, referral agents did not think that the demonstration had
a negative impact on beneficiaries’ access to care, but the agents believed this
was due to the additional responsibilities they assumed to ensure access and
quality.

Quality and Product Selection

Users of oxygen and other medical equipment in Polk County and San Antonio
were highly satisfied with their experiences with their DMEPOS suppliers. Sur-
vey data show that overall satisfaction ratings were high before the demonstra-
tion and remained high 1 year after implementation.

Survey data indicate that quality of DMEPOS products and services was high
before and after the demonstration in both Polk County and San Antonio. There
were few statistically significant demonstration impacts on quality-related sur-
Veylmeasures, suggesting that the demonstration had little overall impact on
quality.

During site visits to Polk County in Round 1, concerns were raised about the
quality of urological supplies. Some suppliers believed that—partly through sup-
plier inexperience—prices in Round 1 were set too low. Prices rose in Round 2,
and a urological supplier with a strong reputation was added as a demonstra-
tion supplier.

During site visits to San Antonio, referral agents reported a number of issues
related to wheelchair service provided by some demonstration suppliers. Some
suppliers did not provide the level of service expected by referral agents in
terms of equipment setup and delivery, initial fitting and adjustments, and re-
sponsiveness to problems. Agents responded by cutting referrals to these sup-
pliers and by taking increased responsibility for ensuring quality service to
their patients.

San Antonio suppliers reported on product selection in a supplier survey. Most
suppliers reported little change in the products they supplied before and after
the demonstration began.

Competitiveness of the Market

Thirty suppliers submitted a total of 71 bids in Polk County in Round 1 of the
demonstration. Sixteen suppliers, both large and small firms, were selected as
demonstration suppliers. Twenty-six firms submitted a total of 52 bids for the
four product categories in Round 2, and 16 suppliers (62 percent) were awarded
demonstration status. The number of firms submitting bids for urological sup-
plies in Round 2 fell from 9 to 7, and the number of suppliers bidding for sur-
gical dressings fell from 8 to 4. These product categories had the fewest Round
1 demonstration suppliers.

Entry into and exit from the market were still possible in the presence of com-
petitive bidding. Half of the Round 2 demonstration suppliers in Polk County
also had demonstration status in Round 1, but half did not.

Seventy-nine firms submitted a total of 169 bids for the five product categories
in San Antonio. Overall, 65 percent of the suppliers that submitted bids won
demonstration status in at least one product category.

As a group, demonstration suppliers gained market share during the dem-
onstration, whereas nondemonstration suppliers lost market share. In product
categories where there were transition policies that allowed nondemonstration
suppliers to continue to serve existing customers, the increase in market share
for demonstration suppliers occurred gradually.

The demonstration had relatively little effect on market concentration.
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¢ As expected, individual suppliers generally gained market share if they were
demonstration suppliers and lost market share if they were nondemonstration
suppliers. Some demonstration suppliers in Polk County, gained substantial
market share. However, being named as a demonstration supplier did not guar-
antee increased market share. In San Antonio, many demonstration oxygen
suppliers had little or no increases in market share due to the fact that many
of the largest suppliers in the predemonstration period were granted dem-
onstration status.

Reimbursement System

e From an operational standpoint, CMS and Palmetto GBA were able to success-
fully implement the demonstration project. The project team was able to effec-
tively solicit, collect, and evaluate bids; educate suppliers, referral agents, and
beneficiaries; monitor quality and behavior; and administer claims throughout
the demonstration.

¢ Although the overall implementation was successful, not everything went per-
fectly. A flaw in the weighting system used to evaluate bids in Round 1 of the
Polk County demonstration led to higher prices in the surgical dressings cat-
egory. In San Antonio, CMS delayed the start of the demonstration by 1 month,
and delivery of the demonstration directories was delayed until very close to the
actual starting date. Such problems were relatively minor and reflect one of the
benefits of conducting demonstration projects: the ability to learn from the dem-
onstration and apply the lessons if the demonstrated system is adopted on a
wider scale.

* For the entire demonstration, CMS and Palmetto GBA costs of implementation
totaled about $4.8 million between 1995 and 2002. The costs of implementing
the demonstration were nearly 50 percent lower than the projected $9.4 million
reduction in Medicare allowed charges associated with the demonstration.

Administered Fee Schedules for DMEPOS

Previously, Medicare used an administered fee schedule to set DMEPOS prices.
The fee schedule was based on historical DMEPOS prices, with periodic updates for
inflation, occasional price fees mandated by legislation, and occasional price reduc-
tions for items that were believed to be overpriced. Since the fee schedule was estab-
lished, DMEPOS products have experienced great technological change, utilization
has increased dramatically, labor costs have risen, and the cost of delivering many
DMEPOS products has increased. As a result, there is little reason to believe that
the administered fee schedule reflects the prices that would be set in a perfectly
competitive market for DMEPOS products.

It can be difficult to adjust an administered fee schedule to reflect market forces.
The administrators of the fee schedule lack information to know when costs have
risen or fallen and they typically lack authority to make changes to the fee schedule.
Suppliers have no incentive to say when the costs of providing DMEPOS have fall-
en, and a strong incentive to say that costs have risen. The Government Account-
ability Office (GAO) has conducted a series of studies concluding that Medicare pays
too much for selected DMEPOS items. The industry has responded, sometimes with
good reason, that the prices cited by the GAO do not reflect the full cost of serving
Medicare beneficiaries.

Chairman STARK. Thank you. We’re going to just question for
about 10 minutes and we’ll at that point happily have to adjourn
the hearing. But I have one principal question.

I want to thank the witnesses for their patience and their will-
ingness to provide us with this information, but I'm afraid, Mr.
Ryan, that you’re stuck. I don’t think you’ll get any quarrel from
anybody on the dais today that the system is flawed. As a matter
of fact, somewhere between flawed and lousy, and it’s unimportant.
Fault in that case is a useless concept.

But to the extent that we’re going to change it, the Congressional
Budget Office, who is a fiddler to whom we have to dance here, has
said that a 1-year delay in round one would lose $3.5 billion in pro-
jected savings, or as we look at, if we're going to have a 1-year
delay, we've got to come up with $3.5 billion in savings. Over 5
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years, the current program is north of $6 billion over the next 5
years.

Now we ain’t going to take that out of kiddies’ health insurance,
and we ain’t going to take that out of the hospitals, and the doctors
already gave at the office. So, my question to you is, is your indus-
try prepared to have their fees adjusted downward to the extent of
$3.5 billion over five or $6 billion more likely, if we get rid of this
bidding process? That’s the bind you’re in.

Mr. RYAN. Mr. Chairman, I understand we’re in a PAYGO envi-
ronment and we need—we’re in a PAYGO environment, and we do
need to look at alternatives. As I said, yes, the industry is ready
and willing today to sit and talk about alternatives.

We gave at the office quite a bit as well. If you look at the his-
tory of what this industry has given back——

Chairman STARK. I've heard it.

Mr. RYAN [continuing]. Has been significant. We also have to
understand that the 26 percent savings that Mr. Weems talks
about is unrealistic. That is just unrealistic.

Chairman STARK. Mr. Ryan, all that’s well and good. We have
to—if we are going to solve this legislatively, and we may not,
we’re going to have come up with 6 billion bucks over 5 years. You
know the drill. The question is, is your industry willing—we just
write a bill. We say, Mr. Secretary, cut out the bidding and come
up with the cost savings through adjusting price structure. Are you
willing to live with that?

Mr. RYAN. Mr. Chairman, the industry is willing to work with
this Committee, and, yes, we’re willing to see if we cannot come up
with a savings projection.

Chairman STARK. Uh-uh. Uh-uh. Uh-uh. Six billion bucks. I
mean, I know you're willing to work with us. My question is, are
you willing to come up with the $6 billion

Mr. RYAN. Yes.

Chairman STARK [continuing]. To get rid of the bidding system?

Mr. RYAN. Yes.

Chairman STARK. Great. That’s—I think we can do business.
Mr. Camp.

Mr. THOMAS. May I please make a statement?

Chairman STARK. Pardon?

Mr. THOMAS. Mr. Chairman, may I please say a word?

Chairman STARK. Sure.

Mr. THOMAS. The CCD usually does not engage in finding off-
sets and talking about payment issues as they impact suppliers,
but in this instance, because these discounts are so deep, wherever
it does impact access, we do tend to speak up. The only two prin-
ciples that we would suggest that if you do move in that direction,
that we would hope that whatever discounts or offsets are found
obviously do not impact quality choice and the beneficiary, and also
that they be——

Chairman STARK. We'd direct the Secretary to do that and Dr.
Hoerger would make a plan to see that it didn’t happen.

Mr. THOMAS. Fair enough.

Chairman STARK. Mr. Camp.

Mr. CAMP. Well, —thank you, Mr. Chairman. Frankly, you
asked the exact question I was going to ask, and I know we’re run-
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ning up against a vote, and so I don’t think I need to repeat it, but
that is exactly my concern in terms of what we do with the PAYGO
problem that we’re facing. I was going to ask in a more open-ended
way how we might get out from under this, and I think that’s
something that you can provide us later, but the fact that you've
admitted your willingness to support this PAYGO result I think is
important. So, I thank you for stepping up. I thank you all for your
testimony, and I would just yield back.

Chairman STARK. Mr. Tiberi.

Mr. TIBERI. Thank you, Mr. Chairman. To Mr. Ryan, what’s the
average size of your members of your association employee-wise?

Mr. RYAN. Our average member probably is in about a $3 mil-
lion range.

Mr. TIBERI. How many employees?

Mr. RYAN. Are you talking about my company or the associa-
tion? I'm sorry.

Mr. TIBERI. The members of the association, companies like
yours that are members of the association.

Mr. RYAN. Well, my particular company has 52 employees.
We're a $6 million company.

Mr. TIBERI. How many members are members of the associa-
tion, how many companies?

Mr. RYAN. Five hundred.

Mr. TIBERI. What’s the average? Is 52 the average or 25?

Mr. RYAN. I would say it’s in the area of 30 to 40 perhaps.
Eighty-5 percent are considered small, and according to——

Mr. TIBERI. Thank you. Thank you.

Mr. RYAN [continuing]. Five million. I'm sorry, sir.

Mr. TIBERI. Would you say that 100 percent of the members of
this organization share your concern? Ninety percent? Seventy-five
percent?

Mr. RYAN. I believe that 100 percent of the members of my asso-
ciation share the concerns about national competitive bidding and
the access to quality. I do believe that, sir.

Mr. TIBERI. Thank you. I know we have limited time. Thank
you, Mr. Chairman, for holding this hearing today.

Chairman STARK. I want to thank my colleagues and the wit-
nesses. It’s arguably a program where the numbers are significant
but there seems to be some impetus to see if we can’t revise the
system. I want to thank you, Mr. Ryan, because we are faced with
rules. Mr. Camp and I might have written the rules differently, but
we didn’t write them. There is no other way. We’re boxed into this.
It would be better if CMS would cooperate with us, but they may
not, in which case were faced with meeting these budgetary re-
quirements. We’ll do our best, and I’'m not sure of the legislative
schedule being what it is this year that we’ll be able to resolve it
this year. Hopefully, we will because the more it expands across
the country, the bigger the problem it will be. So I'd like to find
a way to see if we couldn’t get a resolution to this early on. Appre-
ciate your industry. I appreciate representation of the consumers.
It’s important. GAO has got some more information to give us.
We'll look forward to that. Dr. Hoerger, I think you’re going to
probably get another consulting contract before this is all done.
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We'll put you back to work, and thank our witnesses for partici-
pating, and the hearing is adjourned.
[Whereupon, at 3:31 p.m., the hearing was adjourned.]
[Questions for the Record follow:]
Questions posed by Mr. Johnson to Kathleen M. King
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program began ond after the program is operstioral, ChES skaz plios: 10 teack tae nusther ol
CHEP questions and nequests for information that sre received throngh de |-300-KEDICARE
halp ling and the Stie Health lsurmnse Assintancs Progeamns. W'e also staved) In our 204
regarnt that s kecting wimning seppliors baeed on qeeliy meseres, o oadEEon e the dallar
aimcinta ol their bids, |5 a way for CM5 o ensore than beneficiarios have scoas= o quality
mestical iter and sevices.

Esthlizn M. King
[recion, Health Cane
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Questions posed by Mr. Johnson to Thomas J. Hoerger
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Thomas |, Hoerger, Ph Ik

Rororr Fellaw, RTT Interetond

I Comivrwviel T Foesd

Pirst 0w Boag 177754

Pessarch Triangle Pack, WIC TT300C100

Desir D, Hotrger:

Ana fellew up bo dhe Wiy and Meiins Health Subscom mites Mearing an DME

Campetitive Bidding on Tussd sy, May & 2008; pleass respend m e follswing
usitiens fur the Hecard,

Lussticns frvan Hop Sam Jehnis

{11 From your axpenence with the implarsstion of (he dempmiratizn project, &
yau belises U wan shlk o oscxalilly inpletnend $e damansioyion podes in
thee by Stied? Wikt were sorres of the implermanation |smms that weny jdertified
i this demansration? How wers they rectified in the demomstration projet asd
ware i lssons kmed applisd o the redl oel of ool 17

{31 The major conoems e ane bearing from sepplior semoend the sibmisisn of
finme il & sciomurg dncumenty, [hd pou cocouniler sy of s Cypes of

preblerea in the d was prgeel? Agy sdvies on how o mctify 1 crment
predicames) ChES Nl themaches 07
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umstians fram Rep. Sare Jehason
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wulrmid | of the reqeined docaments, while the legislative nageement lod o theie bids
being disqualificd.

There are soveral options for neorifving de Corent sitalion:

{a) The CHIC il mondy all suppliors wha have not ssbmitied sompleis
Tirancial documents,

i The CBLC sould sonduct o preliminery ranking of bids and contact my
p.a:pim“‘imm I'i:d:rh:lhlnhmrftlllntr-ph-ﬂhl'«t
mermpleic ta. These sapplicn wood be given a shon
e o provide Snancl decumentitios for abew Thal they had peeviously
sifbiveied the dicumeriatien). The inital ooy pege woald b
based oo copecliv estimaies for those supplers wiih il financial
dooumernation; thereloee, the oompetitve rnge mighi be redused pa the
niowdid supplisrs provided chair docamenistion

i) CMS sould smplify the requirerments for Anascisl Socemestalion,
mHmﬁ;mMmﬂhmﬂrmﬁa{ﬁr

Hesweser, it might be EiMizal 1o confinn thal the nlmation
melualed is e

{4 CHIS eoubd maks 50 chabgss, and pely on e s round scperionae
cenviing sipgiens w ke prever care i submiting ihe fnarcial
dorreais.

O dhiesa options, [ belieres thai (bj wosld best halece (i T suppilicss with
adminizraaes buden

A remaining conceplial isvsc s whelier lwese B enoogh evidesie lloking the requirsd
Tirancid information w S abilily of sugplers 1o sy in busness for the duration of ihe
wiontrsel. The: peint of die fencial Feguivertems |5 o ensare that CMS contracts with
supplies wihn will nol go oat of tasizess. AHaough it is plyssible that the fnmcial
1-|.|1.|h'|u|.r¢mlu-aumthﬁrrnmrﬁ:mwdm'lhwdwnﬂ-mnh-
sirang the association i= For axample, i 2 supplier’s fnarcisle are “poec”, wedm'L
mMHMnMWqungwﬁmdﬂ;hmllrﬂﬂuﬁﬂﬂm
P (clemrly warmting disquabficaton], 504 (disgualifization is guetionabis], of
20A% {peshably not wammling diaqodiSea@os) Tlatil we have ke infoersanion on ths

: ] hlmmﬂ:fﬁ'ﬁ]'ﬂﬂl.&hﬂdiﬂﬂ'ﬂﬁ',hﬂlﬂ!hlhlﬂlrwuw
sech wupplion [0 pebsive contraots, bel dseount thelr estimates of cepaaity. This would
Tl 2 e sappBers rosiving oaniresis
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Questions for the record posed by Mr. Stark, Mr. Kind, and Mr.

Johnson to Kerry Weems
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Cmgstions from Rep. Ron Kind

(1) How will M5 determine which rural aneas will be exempied from the campettive
bidding program? Hes that determination already taken place? 1fnot, when will it be
canducied and what specific mformatlos will CM3S rely on to make sucha
determination?

(2) What Factoes will (345 use to determine when and bow it will exercise its authority
under Social Secaity Aot (5340 5 183401 WFKID (for DME), 54 § 1EM(hL)EN)
(fior off-the-shelf arthotscs), and 554 § 1842(5)(3 ) (for emeral mutrients, supplies, sl
equipment), which allow the ageney 10 apply prices from winning bids m otber MSAs
ardund e couniry & raral arsas?
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mn neross-the-baurd prahibition an suppliers sharing a practics kocntion with ather
supplicrs—inchsding physicinns and ather health care practianers. Physicians a1
fimes need w dispense medically necessary DMEPOS items immediately 1o &
Medicare beneficinry—like siahilizing braces, or inmobilizing devices, 1sn't
thete & concern that this propossd ruls, when corsidered in conjunction with the
new reguinements o physicians usder competitive bidding, could deny Medicare
beneficiaries the shiltty 1o receive these medically necessary items when they
need them?
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Additienal Wridten Quwestions
Wiays & Meams Flealth Suhcssnmities Hearing
in
“IME Competilive Bidding™
My &, 20HH

Lhairman Stark

L.

L =]

Jis CMS moves Sorwerd wish Pioasd 2, it s uneealistic o expec individusl seppliers o aerve
the entire region of the larper MSAs such a= Mew Yok, Chicago amd Les Angeles. Do you
expect ndividunl supphiers fo b able to servide Thice langer MEASY 1 sot, do you plan an
subdividing the larger MEAE inle more manageuks weas?

Answer: Wi agree Bl it @ importam o apply the bldding rees in & way that is practical for
supplicrs, s escveres Beneficlanes” access o senices. The staiuie requnes that we expand
the program 10 an sddiziomal 20 of the largest MSAs in the country i 2009, As part of this
exparaion, UMY has selecied the three largest MSAs (Bew Yook, Chicago, and Loz Angeles)
1y participace in Kound 2 of the competitive iddimg progrm.

While we heve selected these M3 s for Fosand 2, we haves mid it identificed ihe seiusl
competitive idding arees (CBAs) within those lange métropolites ancis. For Round 1, we
idertified actual bidding oreas by zip toadies in ander b casre o sohesive misket aree within
each MEA thet did mot melude noncompetilive angis of low population density (relacive o
the rest of the MSA), CME aopects 1o perfons fhis same fype of analysis as we look af Mew
Yok s the other aness selictid. As & result, e seusl CEA mary be smaller then the emtire
M5 A, as pummitied under The comgeetitive hidding stamre. ‘We expecd the competitive bidding
progrem will mizsall in nial svings for Benefickaries in Bew York and the other sreas selected
far bath Binds 1 and

We hawe Beard that seme supplicrs who were gemrded contracts under Round 1 of the
comnpetitive hidding peogram will esempl to subcontract with other soppliers. While we
undersized thant the suppliers who CMS hes contmcted with o subject 1o acereditation
stundards, § ds not clear whsther subcantractors will also meed o be sccrediled. Conshlinsg
thari these subcomractors will not be billing Muedicure @rectly, bul instes] providing Being
and services to the main comtracior, i seems & gap may exisl m B weeneditation
requiremems. Could you pleass clanify what the scareditalion raquirtients wee for
subeonirscinreT

Anwwer: The comptilive hidkling contragt pequires conimet suppliens o mainiain
poenphianios with all applicable quatity sinadands srd necreditation requirements. Each
il pupplier is responsible fie fulfilling all of de jerms of the contract, even if it s
ane o mare subeantraciers, | e contmet supplier breaches its contract due {0 its
subseontrscior s falleee o perfomm, the contract sopplier will be held lEable Tor the breach. The
nocrediaron organization reviews oetmcled services thal & sapplier may be using, Thus
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ersiring thal the oontract supplier Is in compliance with quality sinndands, inclueding those
exsuring that services mmet Ui qeality standards, seboniraciom: e dol gpecifesily requined
te be mecredited. Finally, we mate that o sepplber may nit subzomrazt with any sopplber tun
hams been excluded Srom the Meficars progrem, eny Stme health program, o eny povemment
cxegitive branch procurement oF non-procuressen aotivity.

Bep, Bon Kisd

PR

How will ChiS determine which raral areas will be exempied Fom the competitive bidding
program? Hes therl detorminstion ahneady taken place? 17 aol, when will it he condocizd md
what spevifiz information will CME nely on o meke yoch a detemmination’

Answer: The saie provides discretionsry authaority for exempting bow poplation dersaty
mreas within urban ares (M55 and recel arcas (arcas oulside RI5AS) thal =i ol
competilive” unfess theeo i= & significant mlienal market Seough il oader.

T il [l fale, e Eadicared chn we will mse dhis authemity if data imdicated that an seen wies
mol competitive besed on one or mare of the ollowing indicatons:

. Low wilizion of iléss is terms of pumbes of iems andior sllowed charges for
DREPDS in The aren pelailve to other similor grogmphic areas;

It Liww sumber of suppliers of DMEPOS subject to competitive bidding. serving e ancs
redative to other similar gmgraphic ameas; and

o Low sumber of Medicars beneficiries receiving fee-fur-service berefiis in te area
melalive &0 other similar gesgraphie nreas,

Far Round 1, we used the discoetionnry sathority in section 1 BT of the Socisl Secerily
At (85A) do exempi & large portion of Eastern Riverside and Sin Bemsading Commtes in the
Riverside MSA W alsy exempied whole cosntics in the Dalles, Clecinmatl, mad Eansas
City MBAE W determinal 1 these speic kad ko popalanion densities relative 1o other
et off the WS A and Bl the alkowed charges for DRMEPDE Sems attribuied to thes aress
wire how relathve to the MSA s 0 whale indicating that e aress were nol competitive whes
compared to other paris of the M3A. We will usy a similar process to delermine which arees
might be exempied duning Eound 2.

Whal Gactoes will OS5 e 10 Seterming when and how it will exerrase ils ssthority wndec
Soeinl Secwity Act (S840 § 183400 | XFHE) (for DME]), 854 § EIRNTRENGH] (for alF-
the-shell orihotics), and 354 § | BEN=N3 D] (for mbenl malrienis, ppplica, and equgment],
which allow the agency o apply prices From wissing hids in other M5As around the couniry
1o rural argsT

Angwer! In o nal rule we stried thet we would devolop a meors detailied plan and Sonduc
sobseguent nulemaking prior 1o using these sulborilics.
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Ttwp. Sam Juhwson

L.

In b Fimnl Rule issued Agpril 2, 2007, CWS pormits plysicians to fumish certeim typas of
m-p:'h.hwl:.l bid itesres without submisting a hid and winning a coniract. These Tems
include cruiches, cones, walkers, folding manuad wheelchairs, blood glucose moniloes and
infusion pampe, but do not inclede off the shell orthotics. However, the rule does allow
physical end ocupational thempasts 10 provide ofT the shell ombotics o thir pealicnis withoul
pariicipating i competitive bidding because “we have delarmine fhal thess ieme woizld
ordimarily be Farnishiad a2 a0 inbegral part of cecupstional or physical terapy services.”
Why i then: & sepanile slisdand o physiczans and physical thesspests and |5 there a
legitimite comeern That Bris may compeamise the abaliny of physicians o provide medically
ineessnry orlhotica i thelr patiems. Wiy did TMES chooss 10 crente o separme standard for
phiyaicians end is the agency considesing & wey to corect this problem?

Angwer: We recelved comments iz the DMERDE Competitive Bidding Progrem proposed
rabe thit jhysbelons and treating pewclitioners should be exempted from the competitive
kdding program for certain DMEPOS ikems. We also received commnents that physcal
thermpists and ocoupationa] therspists should be exemnpied [Fom participating in the program
because these bealth care professionads are licensnd by Ssate boands.

In thee Final rule, vee stated thal physicians and teeating proctifionens are exgmpl from
pompetitive bidding for crchies, cames, walkers, g manml wheek:haire, and Blood
glupces: momnitors if fumished 1o their patients s pan of ther profissioml servdes. A similor
exemption sppiies 1o physical therpias and oscupticonl with respect o off-the-shell (0TS}
urihotics il Femished to deir paticnts & pan of their professional service. This condition
applies For OTS orbolics bozuse these i ang ondisanily furnished & an imegral part of
wizupalicnal therapy ard piyrical therapy services.

The Firal Rule requires physizians 1o become aecredited in order 1o supply eny orthotics o
their patienes in the Madbowes peoprom. Due o the oot and paperwork required it is Hoely
than many physicians will likely choose not o become aecredited, this will dhen mise some

questioes aboul how benefizinries will receive medically necessary orthotics. In

ralz relming in Medicers DMEPCS supplicr siandards relessed o January 15, 2008, the
BZency proposes an peross:the-bosrd prohibition oa suppliers sharing a prectice [ocation with
other suppliers—inchodmg physicians and other health are practitioners. Fhysicians al Gmes
newd 1o dispense medivally necessary DMEPOS items immaedately o 2 Medicaro
bemeficiary—like stabiltring braces, or immobilizing devices. lan't there & concem (het this
proposnd nule, when considersd in conpmction with the new requinememts om phisiciang
under competitive bidding. could deny Medizane beneficiaries the sbility 1o reocive (hese
medically mecessary ilems when they need them?

Answer: [ is imporiani tal Madicars begeficianies se ahls W receive the medically
necessary isems they seal. 1 is aqually impotanm o protect cor heneflcleres from
Frosdadent seiors, CMS considers both these facsors when developing s policies.
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The HﬁnnHMiﬂhAﬂd’mmﬂﬂdf&ﬁmﬂ.ﬂlqﬂ}hm&
suppliers of DMEPOS items io bo applied by mecogrized mdependem accralilation
orgasizalions sl el secl supplics shall ke reqoived 1o comply with thess standands m order
o farrish these items and receive or retain a billing sumber, TMS does mol have the
muthurity Ly exempd supplier grougs end desefore phyvsiciors se required fo be soomedited if
ey supply a DREPOS flems.

The provisen in the Medicare DMEPOS supplier standsrds rule neleased oo January 28,
2UHIE i @ propesad provision thal probises supellees from sharing practice locations with
ather sappliers. [n this proposed rule, we psked for comments en pessible execplions uw this
rule [ier physician and nesplysician practidensrs snd the circomsiances that warreni an
mpoeption. Comments: were dow on March 25, 2008 and we arc revicwing the cominents
peieived] aa we ealiee the nule
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[Submissions for the Record follow:]
Statement of David Soblick

I am writing on behalf of the Accredited Medical Equipment Providers of America
and also on behalf of my organization, Life Quality Home Health Care, Inc and
Pharmacy 18, Inc.

I am writing to address some major concerns related to the Medicare DMEPOS
Competitive Bidding Program and the standpoint CMS has taken relative to these
concerns.

The issue at hand I am referring to is the erroneous disqualification of 63% of
qualified bidders due to the poor implementation and mismanagement of the entire
program on behalf of CMS’ contractor Palmetto GBA, LLC. (CBIC)I would like to
shed some light on the manipulation of application rules by the CBIC, Palmetto
GBA, LLC and their gross negligence in regards to the program.

Additionally, I would like to bring to your attention CMS’s poor and inaccurate
analogy purported to congressional staffers concerns about the program during the
H.H.S Briefing in Rayburn B-318 on Tuesday, April 22, 2008.

When asked repeatedly why they did not inform applicants of the supposed miss-
ing documentation per the original bidding rules, on CMS staffer used the anaolgy
of making an application to college.

“Colleges either accept your application or they reject it, they do not call you to
let you know that you didn’t put something in.” They added, “All of the applicants
are big boys and they know they are supposed to meet the requirements.”

This rationale is not only illogical, it is completely false. I took it one set further
just to debunk CMS’s analogy some more.

I contacted some admissions offices of various institutions, University of Miami,
N.C State, University of Florida, and Southern Methodist University in Texas.

These schools receive on average 30 to 50 times the amount of applications versus
the 1,005 bid packages received by CBIC.

They informed me that as with all applicants, “applicant status reports” are rou-
tinely mailed out throughout the application period to inform applicants of any
change to an applicants file including:

¢ Change of Information,
¢ Receipt of New Information (test scores, transcripts, etc.), and
¢ Missing information (lack of pertinent information necessary for evaluation.)

They further confirmed that when information is missing in an applicants file,
they are notified numerous times via email and regular mail, that in order for their
application to be properly evaluated by admission staff, they must submit the nec-
essary items prior to the application deadline.

To further apply this to CBIC logic and the original Rules for Bidding Instruc-
tions, CBIC had every opportunity and ability to properly notify bidders if informa-
tion was truly missing. Furthermore the bidding deadline was extended twice, giv-
ing the CBIC an extra 60 days for evaluation and notification of missing informa-
tion.

It is analogies like the one referenced above that parallel the poor rationale and
illogical blueprint for the entire Medicare DMEPOS Competitive Bidding Program.

I urge the Ways and Means Committee to examine the original biddin g rules that
were modified 12 days before the window closed to excuse contractual responsibility
for notifying bidders of missing information in their bid packets. We firmly believe
that the 63% of disqualified bidders could have been greatly reduced if not elimi-
nated, had CBIC properly managed the implementation of the Competitive Bidding
Program.

Sincerely,
David Soblick
Life Quality Home Health Care, Inc
5180 West Atlantic Avenue
Delray Beach, FL 33484
Accredited Medical Equipment Providers of America
20815 N.E. 16th Avenue-Suite B-32
Miami, FL 33179
305-654-5957
WwWw.amepa.us
infoamepa.us
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Statement of Accredited Medical Equipment Providers of America, Letter
Dear Members of the Ways and Means Committee,

I am writing to have a representative from our organization, the Accredited Med-
ical Equipment Providers of America, Inc., speak at the Hearing HL—24. The issue
at hand is the Competitive Bidding for Durable Medical Equipment, Orthotics, Pros-
thetics and Supplies. We have over 100 members that feel that they have been dis-
qualified erroneously or have failed to win a bid due to the poor implementation of
thecprogram by the Competitive Bidding Implementation Contractor, Palmetto GBA,
LLC.

There have been several problems with this new bidding process; from manipula-
tion of application rules, the rejection of standard REGFLEX policies as required by
law and the erroneous disqualification of 63% of the applicants with no ability to
appeal. Senators, Congressmen and senior legislative staff have identified these
problems as “gross negligence” by the Center for Medicare and Medicare Services
(CMS). The results of which will be a limiting of access by patients to much needed
care, unqualified companies will be providing incomplete services and major metro-
politan areas will be grossly underserved during times of emergency. In addition
17,000 to 21,000 gainfully employed Americans will lose their jobs.

I have included the following attachments and would like to discuss the following
developments:

1) A provider from Texas, which has won the Oxygen Category in 9 Metropolitan
Statistical Areas, never provided the item before outside of their own area. Ac-
cording to Florida State records, the company is not licensed by Florida’s Agen-
cy for Healthcare Administration as a Home Medical Equipment Provider. The
Bid Winner does not have a License to deliver Oxygen from the State’s Accred-
ited Medical Equipment Providers of America 20815 N.E. 16th Avenue—Suite
B-32; Miami, FL 33179; 305/654-5957; Fax 1-866-322-2060; www.amepa.us
Department of Health either. I am not sure that the company has an Occupa-
tional License in the State either.

The first line in the Rules For Bid (RFB) states that “All suppliers must—meet
any local or state licensure requirements, if any for the item being bid” Clearly
this bid winner did not meet the requirements for the bid he won in Miami
and Orlando. I also believe that it was not the intent of Congress to allow
something like this to happen.

According to the Rules For Bid (RFB) companies were required to prove that
they could cover the complete geographical area of the MSA prior to bidding.
The attachment proves this Bid Winner did not have any subcontract agree-
ments in place before they bid, as they are currently fishing for providers to
do their work.

This bid winner and other out of state bid winners should clearly not win the
bid for oxygen and CPAP. Their bid should be disqualified for not meeting
proper licensure requirements. When their bid is disqualified, their bid price
should be removed form the Composite Bid and all of the pricing would be af-
fected and other bid losers should take their place.

Another attachment is from a bid winner in Miami and Orlando. This winner
has changed their policy and as of April 1, 2008 (not July 1, 2008) they are
refusing to deliver a commode or other bath safety products unless the order
accompanies Oxygen or another rented item. Providers currently compete in
the market by providing equipment at a low margin in order to keep the refer-
ral source happy. Now the bid winner does not have to compete for business
and is refusing to provide these Medicare covered items which are not subject
to the bid as they are considered inexpensive. If the Bid winner will not pro-
vide these bath safety products then who will provide them?

This proves that the program will limit the patient’s access to care. If the pa-
tient cannot get their prescribed medically necessary equipment from a bid
winner they are unlikely able to get the equipment else where as the typical
Medicare patient that needs a commode cannot travel to a store to purchase
a 24 inch by 24 inch by 24 inch item on their own. It also typically does not
fit in a standard compact or mid-size automobile.

This patient will most likely not pay for the equipment to be delivered for an
additional fee. The patient may likely not get the prescribed equipment at all.
It is questionable that this patient may have a home fall due to the lack of
proper equipment and that would put extra costs and utilization in Medicare
part A programs such as Hospital, rehab and or future Home Health nursing.
This also brings into question the ability to discharge the patient from the hos-
pital in a timely manner. As liability issues may not allow for the patient to
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be discharged without the proper home medical equipment in place. This will
also create increased costs and utilization for Medicare Part A. The program
may save money in Medicare Part B but again will increase costs for Medicare
Part A. Accredited Medical Equipment Providers of America

————

Statement of American Council on International Personnel, Letter
Dear Chairman McNulty and Members of the Subcommittee:

Thank you for the opportunity to submit comments for the hearing on Employ-
ment Eligibility Verification Systems and the Potential Impacts on SSA’s Ability to
Serve Retirees, People with Disabilities, and Workers.

American Council on International Personnel (ACIP) is an organization comprised
of approximately 200 corporate and institutional members with an interest in the
movement of personnel across national borders. Each of our members employs at
least 500 employees worldwide, and in total, ACIP members employ millions of
United States citizens and foreign nationals in all industries throughout the United
States. ACIP sponsors seminars and produces publications aimed at educating
human resource and legal professionals on compliance with immigration and em-
ployment verification laws, while working with Congress and the Executive Branch
to facilitate the movement of international personnel.

The College and University Professional Association for Human Resources
(CUPA-HR) provides global leadership to the higher education human resources
profession and the higher education community by offering essential knowledge, re-
sources and connections that enhance individual and institutional capacity and com-
petitiveness.

HR Policy Association brings together the chief human resource officers of more
than 250 of the largest corporations in the United States. Representing nearly every
major industry sector, HR Policy members have a combined market capitalization
of more than $7.5 trillion and employ more than 18 million employees world wide

The National Association of Home Builders (NAHB) is a trade association that
helps promote the policies that make housing a national priority. NAHB exists to
represent the building industry by serving its members and affiliated state and local
builders associations.

National Association of Manufacturers (NAM) mission is to advocate on behalf of
its members to enhance the competitiveness of manufacturers by shaping a legisla-
tive and regulatory environment conducive to U.S. economic growth and to increase
understanding among policymakers, the media and the general public about the
vital role of manufacturing in America’s economic and national security for today
and in the future.

The Society for Human Resources Management (SHRM) is the world’s largest as-
sociation devoted to human resource management. Representing more than 245,000
individual members, the Society’s mission is both to serve human resource manage-
ment professionals and to advance the profession.

The above-named organizations share the common goal of creating an effective
and efficient electronic employment verification system. E—Verify, a voluntary pilot
program since 1986, has provided valuable experience on the challenges that will
confront any mandatory electronic verification system. For example, this pilot
project has given us insight into the wide-variety of worksites and employment situ-
ations that must be accommodated, the time commitments and documentation re-
quired to resolve discrepancies, and the resources required by employers to train
personnel to implement and maintain a compliant system. We believe the New Em-
ployee Verification Act (NEVA) (HR 5515) represents the next generation of elec-
tronic verification. NEVA builds upon the lessons learned from the pilot project but
changes some fundamental aspects to ensure that any mandatory system meets the
needs of both the government and employers. The following are the reasons we be-
lieve NEVA is a superior solution over simple mandatory expansion of E-verify.

NEVA Builds Upon Existing Programs in Which 90% of Employees are Al-
ready Enrolled.

According to the Department of Homeland Security (DHS), only 62,000 of the na-
tion’s approximately 7 million employers are enrolled in E-Verify. DHS notes that
2,000 employers are enrolling every week. These statistics belie the grave challenges
in enrolling all U.S. employers. With less than 1% of employers currently enrolled,
even at a rate of 5,000 employers per week, it would take over 25 years to enroll
all current U.S. employers! The problem of enrolling employers is illustrated in Ari-
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zona, which mandated E-verify use by all employers as of January 1, 2008. Despite
the fact that businesses can lose their license for failing to use E-verify, fewer than
15% of employers have enrolled.

NEVA avoids the tremendous burden of enrolling virtually all employers in a new
system by building upon an existing system that has proven its effectiveness—the
National Directory of New Hires. Over 90% of employers currently report new hires
to this system which is used to check for child support enforcement. While modi-
fying the National Directory of New Hires for this new purpose would admittedly
require resources, the burden would be much less than expanding the current E—
Verify pilot program. Resources could be devoted to improving the databases instead
of educating employers on enrollment. Employers have been participating in their
states “new hire” database since 1986 and are already familiar with the processes
and procedures for reporting necessary information. NEVA would utilize informa-
tion in the new hire database to determine if a new employee’s information is con-
sistent with information maintained by SSA or by DHS.

NEVA Provides the Resources to Fix the Database Problems that Hamper
E-Verify

Our associations represent thousands of employers who desire a reliable system
for determining who is authorized to work in the United States. Mistakes and
delays in this process could prove to be costly for a number of employers and em-
ployees who are caught in the system. The current system, if mandatory, could
prove to be unreliable in terms of providing employers with an effective and efficient
electronic employment verification system.

In 2006, SSA’s Inspector General issued a report estimating that there are dis-
crepancies in approximately 17.8million (4.1 percent) of the 435million social secu-
rity records. These errors include incorrect social security numbers, names, dates of
birth and citizenship status. A recent report compiled by the CATO Institute, and
using the estimates from SSA’s Inspector General, determined that a mandatory
electronic employment verification system would result in 11,000 workers per day
receiving a tentative non-confirmation throughout a given year (based on an average
of 55 million hew hires per year).

Furthermore, according to a Government Accountability Office (GAO) report re-
leased last year, “resolving some DHS non-confirmations can take several days, or
in a few cases even weeks.” As more employers enroll, this timeframe is likely to
get longer. As GAO noted, the expansion of E-Verify will “affect the capacity of the
system because of the increased number of employer queries.”

NEVA takes several steps to resolve these database errors so that employers and
employees will have fewer tentative non-confirmations to resolve. First, NEVA pro-
vides for advanced appropriated funds and staffing to clean up the databases. This
will benefit not only work authorization, but also the other government programs
that rely on these databases for information. Second, NEVA requires SSA and DHS
to certify the accuracy of the system in advance of full implementation and annually
thereafter. Finally, NEVA requires the GAO to evaluate the accuracy, efficiency and
impact of the employment verification system. These checks in the system will en-
sure that employers are not hamstrung by a system that does not enable them to
hire U.S. citizens and other legal workers with ease and certainty.

NEVA Is Truly “Electronic”

There is a great deal of misunderstanding about our current “electronic” pilot pro-
gram which is really not an all “electronic” system. While E-Verify requires employ-
ers to submit an inquiry via the internet to confirm work authorization, an employer
can submit this only after it has completed the Form I-9 and examined one or more
of 24 paper-based documents to establish identity and work authorization. Employ-
ers must retain two sets of records—the electronic one and the Form I-9 (which can
be maintained in paper, on microfiche or electronically). Some proposals would ex-
pand this dual-recordkeeping by requiring employers to keep photocopies of the doc-
uments examined and to record the electronic approval or denial number on the
Form I-9. All of these steps cost employers time and money and open the possibility
for recordkeeping mistakes.

NEVA brings recordkeeping into the twenty-first century by creating a truly “elec-
tronic” verification system that eliminates the Form I-9 (known as the Electronic
Employment Verifications System (EEVS). In addition, NEVA provides flexibility
and easy accessibility for all employers by allowing electronic inquiries over the
internet and telephone and builds upon a database that is already used by many
employers.
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NEVA Protects Against Identity Theft

One of the acknowledged weaknesses of E—Verify is that it cannot detect stolen
identities. Thus, if an undocumented worker presents legitimate but stolen or forged
documents that contain the identity of a U.S. citizen, the worker will appear to be
work-authorized, duping the employer into hiring and training someone who may
ultimately be deported.

NEVA addresses this problem by allowing employers to elect to participate in a
program that makes identity theft extremely difficult. The Secure Electronic Em-
ployment Verification System (SEEVS) enables employers to send newly hired em-
ployees to government certified private companies that will authenticate their iden-
tities through the use of publicly available databases. An employee’s identity is tem-
porarily “locked” with a biometric tool until work authorization is verified by the
government. Many employers are willing to pay for this additional assurance, par-
ticularly where it builds upon other background screening they are already doing.

Individuals could also benefit from this more secure system. Under EEVS or
SEEVS, employees could choose to “lock” their identity and their social security
number, thus making it very difficult for anyone to steal their information.

SEEVS is a more advanced system than the photo screening tool currently piloted
by DHS. It does not require employers to make subjective determinations by vis-
ually comparing a scanned photo to a paper document. Furthermore, it does not re-
quire integration with state driver’s license or Federal passport databases. The
photo tool is currently limited to verifying the authenticity of Lawful Permanent
Residents or individuals with Employment Authorization Documents that contain a
photo which comprise a very small percentage of the workforce. Efforts to expand
this tool to driver’s licenses and passports will take years.

NEVA Preempts the Patchwork of State Employment Verification Laws

Frustrated with Congressional inaction on immigration reform, a growing number
of states are mandating the use of E-verify for employers or contractors, and the
list continues to grow. The expanding patchwork of state employment verification
laws is causing many problems for human resource managers and employers strug-
gling to maintain consistent and compliant practices across the country. Federal re-
lief is needed.

Many states are exploiting the current INA provisions under 8 USCA 1324
(a)(h)(2) on employment practices. While the language preempts “any State or local
law imposing civil or criminal sanctions (other than through licensing and similar
laws) upon those who employ, or recruit or refer for a fee for employment, unauthor-
ized aliens,” states like Arizona have been using the “licensing exception” language
to mandate the use of the E-Verify system—a system that is not ready for large-
scale expansion. NEVA clarifies that immigration is solely the purview of the Fed-
eral Government by establishing a clearer preemption standard that protects both
employers and employees from a patchwork of state laws.

Our organizations strongly support a uniform national policy towards employment
verification. The employers we represent want an efficient, effective, and powerful
electronic tool to prevent unauthorized employment. We need strong reform that is
realistic and workable. That is why we, the listed associations, support HR 5515,
the New Employee Verification Act (NEVA).

Thank you for your attention and consideration of our association’s views.

———

Statement of American Hospital Association (AHA)

On behalf of our nearly 5,000 member hospitals, health systems and other health
care organizations, and our 37,000 individual members, the American Hospital As-
sociation (AHA) appreciates the opportunity to provide a statement for the record
on Medicare’s Durable Medical Equipment, Prosthetics, Orthotics, and Supplies
(DMEPOS) Competitive Bidding Program.

In an effort to reduce Medicare’s costs for DMEPOS, the Medicare Modernization
Act of 2003 directed the Centers for Medicare & Medicaid Services (CMS) to estab-
lish a competitive bidding process for these products and services. The AHA sup-
ports potential congressional efforts to allow hospitals to participate in the Medicare
DMEPOS program but to be excluded from the bidding process. This would allow
hospitals to continue to provide equipment and supplies directly to their patients
during a hospital stay and upon discharge to their homes and communities.

While the AHA supports the broad goal of Medicare’s competitive bidding pro-
gram, we remain concerned that the implementation of certain CMS regulations will
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restrict the ability of many hospitals to meet their patients’ DME needs in a clini-
cally comprehensive and timely manner. To avoid this problem, hospitals wish to
continue participating in the DMEPOS program by accepting the price set through
the competitive bidding process, without being required to submit a bid. This ap-
proach would treat hospitals in the same manner in which physicians are treated
under the DMEPOS competitive bidding program. It recognizes that, unlike
DMEPOS vendors, both physicians and hospitals are health care providers primarily
focused on treating patients.

This would allow hospitals to continue serving their patients without interfering
with the DMEPOS prices set through the competitive bidding process and, there-
fore, would avoid adding costs to the Medicare program.

This proposal would benefit patients who need DMEPOS, as well as patient edu-
cation and support on the proper use of the DMEPOS. This is especially critical for
medically complex patients who need more advanced DMEPOS to be able to return
home safely. Large DME vendors place less emphasis on the training, education and
ongoing technical support needed for this type of DMEPOS, instead preferring to
focus on achieving the most cost-efficient methods of delivering high-volume
DMEPOS. Without being able to rely on the hospital for comprehensive DMEPOS
services, patients who need more customized care and specialized DMEPOS might
not be discharged as directed by the treating physician in a timely fashion. In addi-
tion, the lack of comprehensive patient and caretaker education and technical sup-
port could result in the inappropriate and unsafe use of DMEPOS.

To ensure that beneficiaries have timely access to DMEPOS and comprehensive
service, we urge you to support legislation to allow hospitals to continue partici-
pating in the Medicare DMEPOS program without submitting a bid, thereby bene-
fiting Medicare patients without adding cost to the program.

We thank you again for the opportunity to submit a statement for the record on
Medicare DMEPOS Competitive Bidding Program and look forward to collaborating
further on this important issue.

Statement of American College of Physicians
Mr. Chairman and Members of the Committee:

We appreciate the opportunity to submit this statement for the record and will
limit our joint comments to addressing two requirements established by the Medi-
care Modernization Act (MMA) in the Competitive Acquisition for Certain Durable
Medical Equipment, Prosthetics, Orthotics, and Supplies (DMEPOS) that are prob-
lematic for the members of each of our organizations.

First let us note that our organizations appreciate that the Centers for Medicare
& Medicaid Services (CMS) exempted physicians and “treating practitioners” from
having to participate in the competitive bidding program when they provide certain
specified DMEPOS to their own patients as part of their professional services, and
when the items are billed using a billing number assigned to these practitioners.

We are concerned, however, with two requirements that could have an adverse
impact on Medicare patients. First, we believe that requiring physicians and li-
censed health care professionals (hereafter referred to as health care professionals)
to be accredited in order to continue supplying DMEPOS when treating patients is
both financially and administratively burdensome.

Second, we believe that CMS is inconsistent in its application of competitive bid-
ding requirements for health care professionals for such items as off-the-shelf
orthotics (OTS), crutches, canes, walkers, eyeglasses following cataract surgery, and
folding manual wheelchairs when provided as part of their professional service.

The clinical judgment and expertise of health care professionals is critical for se-
lecting, sizing, and fitting DMEPOS, as well as educating patients on their use.
Many patients require immediate access to such items for immobilization, injury
support, facilitation of safe mobility, or post-surgical recovery. It is unsafe and clini-
cally inappropriate to delay or deny a patient’s access to items such as orthotics,
eyeglasses, or ambulatory support devices, or to send a patient out of a practi-
tioner’s office without the necessary DMEPOS.

Accreditation

In the MMA, it appears there is no recognition that health care professionals who
supply DMEPOS integral to patient care are wholly dissimilar from suppliers who
furnish DMEPOS products to the public as their primary source of income. There
is also a lack of recognition that health care professionals not only prescribe appro-
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priate items of DMEPOS, but must frequently and expertly dispense and educate
patients on their use at point of treatment.

As a result, CMS has made relatively few accommodations for the more than
38,000 physicians who currently have DMEPOS supplier numbers, as required by

MS, in promulgating supplier accreditation standards. Health care professionals
are not in the business of providing DMEPOS to the public as a business, and we
believe it is unwarranted and unreasonable to require them to be accredited in order
to pr(zivide the patient services for which they have been educated, trained, and li-
censed.

Furthermore, as of March 1, 2008 Medicare required health care professionals
who are either new to the program or are existing suppliers looking to open a new
practice location to become accredited prior to obtaining a national supplier clearing-
house (NSC) number. This requirement is unduly burdensome and unjust to health
care professionals who are just beginning to practice or are looking to expand the
quality of the integral services they provide to their patients. The deadline for exist-
ing suppliers not changing their practice is September 30, 2009.

Health care professionals who provide DMEPOS products to their Medicare pa-
tients are licensed by the state in which they practice and are thus subject to a wide
range of state regulatory and other requirements. DMEPOS suppliers who are not
health care professionals obviously do not and cannot satisfy these requirements.

CMS’ claims data indicates that DMEPOS products furnished by health care pro-
fessionals make up a small portion of the Medicare-covered DMEPOS charges—
slightly more than 3 percent according to 2004 claims data. It is unclear, therefore,
what, if any, program improvement or cost savings would be realized by imposing
these requirements on health care professionals who only dispense DMEPOS when
providing patient treatment.

Consider, for example, that some health care professionals who supply DMEPOS
receive an average total reimbursement (gross) of $7,000 per year from Medicare for
these products. Accreditation costs approximately $3,000 per office for up to a three-
year period. The accreditation process is time-consuming, expensive, and heavy on
paperwork—precisely the type of barrier that large companies are equipped to sur-
mount, but which pose special difficulties for small health professional businesses
that do not or cannot afford to hire additional full-time regulatory compliance staff.

A supplier manual from one of the CMS-sanctioned accrediting organizations for
physicians is 128 pages, and represents the administrative red tape for meeting the
CMS requirements. It is not difficult, therefore, to understand why health care pro-
fessionals find it impractical to seek accreditation just to continue dispensing rel-
atively small quantities of DMEPOS in their offices. It would essentially be impos-
sible to recoup these costs given the amount Medicare pays for the small quantities
of DMEPOS products furnished to their patients.

Additionally, many of the DMEPOS supplier quality standards and proposed en-
rollment safeguards do not make sense in the context of a health care professional’s
practice. For example, it would not be practical nor would it appear to serve any
useful purpose to require all the health care professionals in a large professional
building to each have a sign visible at the main entrance of the building with their
business hours (as recently proposed).

Similarly, health care professionals are concerned that the proposed enrollment
safeguard precluding a DMEPOS supplier from sharing a practice location with an-
other Medicare supplier, “including a physician/physician group or another
DMEPOS supplier,” would inappropriately prevent a health care professional from
providing both DMEPOS products and professional services to patients in the same
practice location.

Ultimately, requiring additional, unnecessary, and redundant accreditation re-
quirements of health care professionals may keep them from dispensing necessary
DMEPOS items at point of treatment. Unfortunately, this could inconvenience or
endanger Medicare beneficiaries, and compromise the health care professional’s ob-
jective of providing the most appropriate quality care and of doing patients no harm.

The only other available alternative would be to refer the beneficiary to a
DMEPOS retail supplier, which may be unsafe for the beneficiary, prolong access
to appropriate treatment, or, even worse, prevent the beneficiary from receiving the
proper item because there is no DMEPOS retailer in close proximity. Sadly, either
outcome would be a gross disservice to Medicare beneficiaries and place health care
professionals at risk for not immediately providing necessary care.

Inconsistent Exemptions from the Competitive Bidding Process

A second immediate concern is that, while we appreciate that CMS exempted phy-
sicians and “treating practitioners” from having to participate in the competitive
bidding program when they provide certain specified DMEPOS to their own patients



93

as part of their professional services, there seems to be an inconsistency in how the
determinations were made for who would be exempt for what products.

For instance, CMS did not exempt physicians and what they term “treating prac-
titioners” who dispense off-the-shelf (OTS) orthotics, but did exempt them from bid-
ding for other DME (crutches, canes, walkers, and folding manual wheelchairs). Al-
ternatively, physical therapists (PTs) and occupational therapists (OTs) are exempt
for OTS orthotics, but not for crutches, canes, walkers, and folding manual wheel-
chairs.

Failure to exempt physicians and “treating practitioners” from having to competi-
tively bid to furnish OTS orthotics to their patients, and failure to exempt PTs and
OTs from the competitive bidding process for select DME, including, crutches, canes,
walkers, and folding manual wheelchairs, could cause significant access and patient
safety issues.

Providing such DMEPOS items is an integral part of patient care for many health
care professionals. Failure to provide these exemptions to all health care profes-
sional groups is inconsistent and raises significant access and patient safety con-
cerns.

Given the inconsistency of the DMEPOS final rule, and the threat to patient care
posed by health care professionals being effectively prohibited from providing cer-
tain DMEPOS, the undersigned organizations have strongly urged CMS to permit
health care professionals to continue supplying the aforementioned DMEPOS items
to their patients without participating in the competitive bidding or accreditation
processes.

We look forward to working with the House Ways and Means Committee and
CMS to find a way to address these accreditation concerns and to avoid access
issues for patients who rely on health care professionals to provide DMEPOS as
part of their care.

Statement of Andrea Logan, Letter
Dear Mr. Chairman

I am writing to you today regarding the upcoming DMEPOS Competitive Bidding
hearing on May 6th, 2008. I am so very pleased that you and your colleagues are
taking this issue so seriously.

I have owned and operated a nursing home medical supply company in Michigan,
since 1995. We currently supply over 500 beneficiaries with enteral nutrition ther-
apy in skilled nursing centers throughout Michigan. I employ 25 exceptional people.

The upcoming competitive bidding program will impact my business severely.
Based on the “Single Payment Amount” that is offered in the first round of bidding
we will see a dramatic decrease in profit and ability to serve the frail elderly here
in our state. We are making plans to educate our customers on the upcoming second
round that we will be part of and determining if we will even be interested in mov-
ing forward with this service.

Our company did submit bid in the first round and were not offered a contract.
The reason given was that our bid was too high. I based my bid on true “cost the
serve” and considered the fact that beneficiaries should be able to receive whatever
is clinically necessary and therefore there are times when we need to supply a prod-
uct that does not cover our cost or at very little profit, once all the paperwork, deliv-
ery, set up and clinical in-servicing has taken place.

Many suppliers underbid in the hopes of expanding their business through “joint
ventures or sub-contracted relationships”. Those relationships did NOT have to be
accredited or meet ANY CMS requirements I do know this to be true as I too used
a “sub-contracted relationship” to serve an area that we are currently not in. Low
bidders also expect to receive additional discounts with the two manufactures of en-
teral nutrition. (Nestle/Abbot Nutrition).

Unfortunately the manufactures (Nestle/Abbot Nutrition) are faced with the same
issues that all businesses are facing: rising fuel, raw material costs and health care.
The bottom line is that beneficiaries will suffer. The types of nutrition they may re-
quire will be ignored do to cost, additionally there was no verification process that
assured a “sub-contracted relationships” could actually perform the necessary serv-
ices.

We currently make a small profit on a few products today based on the current
“fee” schedule; however we make it up on other product categories so it has not been
an issue for us to provide what is clinically best for the beneficiary. For bidding pur-
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poses going forward that will be a greater consideration on what products are se-
lected for bidding in a particular category.
Here is an example of what I am referring to:

Billing C%Srt Current Monthly
Units/ s Fee Profit/
Month U ne Screen Loss
nit

Resident on 1800 calories

per day 558 $.45 $.58 $ 72.54

Isosource 1.5 or Nutren

1.5

HCPC Code B4152
Billing Cost Single i
Units/ Billing Payment Loss
Month Unit Amount Ww/SPA

Resident on 1800 calories

per day 558 $.45 $.43 $(11.16)

Isosource 1.5 or Nutren

1.5

HCPC Code B4152

The costs of these products are effective today 4/30/08. These 2 products are high
volume product codes for Nestle. The manufacture of these products have told us
that pricing beginning 6/1/08 will increase approximately 8-10%, adding further to
the loss on patients requiring these nutritional products.

Lastly I would like to draw your attention to the latest practice by winning sup-
pliers in round one. I received a letter today from a winning supplier that is offering
suppliers who were not offered a bid the ability to “purchase these patients from
your organization”. In my opinion this is opening the door to beneficiary neglect at
the highest level, it will also further add to confusion for the elderly in particular.

As a supplier in good standing I certainly agree with the accreditation process,
and need to lower the burden on the increasing demands of Medicare and Medicaid.
I simply ask why could CMS not have lowered the current fee schedule? If in fact
it was only to lower costs, then this would have been a very simple task and we
as suppliers would have shared the burden. The fee schedule cut could also be im-
mediate, unlike the Competitive Bidding program which I am sure has cost more
to this point than any savings that may or may not be realized by CMS.

I strongly urge you and your committee to not only delay the next round but seri-
ously consider the future of the competitive bidding program altogether.

Thank You,
Andrea Logan
President—All Med Medical Supply LLC
All Care Billing LLC

Statement of Angelene Adler, Letter
Dear Members of the Subcommittee on Heath,

The intent of this letter is to encourage your attention to the mis-administration
of the Centers for Medicare and Medicaid (CMS) Durable Medical Equipment, Pros-
thetics, Orthotics, and Supplies (DMEPOS) Competitive Bidding Program. I am
writing this letter as a deeply concerned citizen, constituent, and businessperson.
Established in 1970, Care Medical Equipment, Inc. is an independent, family-owned
company that has grown to include ten branch locations throughout both Oregon
and Washington states. Care Medical specializes in home medical equipment serv-
ices, rehabilitation equipment services including custom seating and positioning,
bariatric equipment and respiratory equipment services including home medical ox-
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ygen, ventilators, and sleep apnea products and has been serving the needs of the
Pacific Northwest for nearly 38 years.

We continue to notice the inconsistencies in CMS’ administration of the Medicare
Modernization Act of 2003 (MMA), and are especially concerned with its recent im-
plementation of the Competitive Bidding Program. This policy has the potential to
adversely affect well over 42 Million U.S. citizens who are current Medicare recipi-
ents (as of the most recent 2005 Centers for Medicare and Medicaid Services (CMS)
Statistics Systems). CMS Secretary Leavitt and Administrator Weems’ interpreta-
tion of this program disregards the individuality of our patients in need of complex
rehabilitation equipment that takes a tremendous amount of customer attention to
assure proper fit and function. Without individualized custom equipment, patients
often develop alternative complications that ultimately cost the Medicare system
considerably more.

Several studies have demonstrated that competitive bidding will be a tragedy for
the healthcare industry and Medicare beneficiaries alike. Furthermore, savings
brought on by the CMS program will be substantially offset by increased adminis-
trative costs associated with implementation and oversight of the Competitive Bid-
ding Program ensuring lowered standards of patient care. The first study I am re-
ferring to was a peer-reviewed study conducted jointly through Kennesaw State and
Drexel University, and published in the Southern Economic Journal in January of
2008. The primary focus of this study was to examine the Polk County, Florida and
San Antonio, Texas CMS Competitive Bidding demonstration projects. The main
premise of the report found that the process was: “inefficient, leads to price in-
creases and may cause decreases in the quality of services.”

The second report I would like to refer to is the recent Robert Morris University.
That found the CMS bidding program is optimally designed to reduce the number
of DME providers (business’ such as mine), thus concentrating the home care mar-
ket into a state of monopolies. This study points out that concentrated markets usu-
ally result in higher, not lower, prices of services, and consistently lowered stand-
ards of quality. This is not an acceptable practice for America’s healthcare system.
This study also concluded that loosing DME suppliers would likely be forced to ter-
minate their businesses since approximately 40% of their business is Medicare re-
lated. The outlook of both studies casts heavy doubt as to the effectiveness of the
current CMS Competitive Bidding Program.

More poignantly, CMS recently received 6,300 bids from 1,005 providers
whoparticipatedin the first round of competitive bidding. Out of those initial 1,005
bidding providers, 630 (63%) were disqualified due to “incomplete” submissions or
responses to the CMS Request for Proposal (RFP). Unfortunately, there seems to be
significant problems with companies being inappropriately disqualified from consid-
eration for the bidding program without sufficient evidence for dismissal. Those bid-
ding providers have no recourse for reconsideration since bids will be awarded prior
to resolution of provider grievances. This effectively renders their bids null, void,
and victim to a CMS policy that adheres to meaningless process without recourse.

The American Association of Homecare (AAHC) has begun to document DME
companies that were disqualified from the CMS Competitive Bidding Program for:
1) not providing requested financial information—when the companies have hard
copies demonstrating they did indeed provide the information, 2) not responding to
requests for additional information—when the companies have Fed Ex receipts and
fax confirmations that the information was indeed sent, 3) failing to take adequately
into account bidder’s capacity to provide services to Medicare beneficiaries, and 4)
awarding bids to companies who do not have established business locations in the
prospective bidding area (as outlined in the CMS standards of participation).

We believe that the large number of disqualifications raises serious questions re-
garding the adequacy, and competency of the CMS Competitive Bidding Program.
Continuously, our industry has requested additional information regarding this pro-
gram, and have been routinely denied adequate accommodation. What concerns us
even more is the non-disclosure policy CMS has taken making it impossible to en-
sure transparent government oversight of such essential services. We feel it impera-
tive that prior to implementing round one of the CMS program that a minimum 6-
month postponement for essential third-party evaluation be commissioned before pa-
tient care is potentially compromised.

The home Durable Medical Equipment (DME) industry continues to be most cost-
effective resource for the Medicare recipient. Unfortunately, as Medicare allowables
continue to dwindle, our direct costs of service continue to exponentially increase.
Nationwide, providers are evaluating whether they can simply survive at the cur-
rent reduced Medicare allowables, let alone at the steep reductions that would make
many essential items unprofitable. Essentially, the only willing bidders will be those
“low ball” bidders incapable of rendering services once awarded contracts or non-
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scrupulous and unqualified parties interested in locking out competition for the sake
of monopolization, which would lead to the further detriment of both healthcare pro-
viders and patients alike. This circumvents the competitive marketplace, and en-
sures making our healthcare market ripe for future fraud, collusion, and abuses in
patient care.

CMS needs to realize that competitive bidding eliminates incentives for suppliers
whether the supplier “wins” the bid or not for any product category. Presently, bene-
ficiaries have numerous choices regarding equipment selection because of our free-
market enterprise system that allows patients to choose both their provider and
type of equipment. Competitive bidding will force suppliers into providing lesser
quality products and supplies in order to maintain sound business practices. Sup-
pliers will simply be unable to provide equipment in as efficient a manner under
competitive bidding regulations. Services to patients that include delivery, setup,
maintenance, education, quality control, product availability, and patient access will
decline as a direct result of this incentive elimination.

With the implementation of Round 1 we have seen winning providers who cur-
rently have no physical location, are not accredited, and do not have certified & li-
censed staff. One of the major national competitors is recognized for these types of
business practices, and in 2005 was fined $4 Million for its fraudulent practices in
dealing with Medicare (available: http://www.hmetoday.com/news/2007-05-14—
0l.asp). We find it interesting that CMS continues to support policies detrimental
to patient care, and yet supports fraudulent abuse in the marketplace.

The CMS Competitive Bid Program is bid by product categories, such as Complex
Rehabilitative Power Wheelchairs, Continuous Positive Airway Pressure Devices
(CPAP), Hospital Beds, and Oxygen Supplies/Equipment. Providers of services who
were able to provide prescribed equipment may not be able to do so in all product
categories if they are not awarded the bid for that particular product category. In
simple real-life terms, this means that a patient, caregiver, physician, discharge
planner, case manager, or physical therapist could very likely be forced to call nu-
merous providers to request each individual item such as a wheelchair, walker, and
oxygen concentrator for patient discharges. Under the CMS Competitive Bidding
Program these stakeholders may have to contact multiple providers just to meet the
specific needs of the patient. Why is this bad? Because, DME providers currently
compete for the business of both our customers and referral sources. If competition
is alleviated there is no incentive to meet hospital or skilled nursing discharge
timelines to return patients to the home setting. With such reductions in competi-
tive quality control measures, increased hospitalization stays are inevitable, which
results in increases to Medicare expenditures on the hospital side.

Suppliers are being asked to make a bid that encompasses analyzing so many
variables that are out of their control such as shipping costs, gas costs, and manu-
facturer price increases as well as increases in employee benefits such as health in-
surance. We propose that all suppliers be allowed to bid, regardless of the size of
the organization. If suppliers agree to quality and financial standards set by CMS
and they accept established payment amounts, suppliers should be allowed to serv-
ice all Medicare beneficiaries in the areas they serve. CMS would be better off ad-
hering to the inherent reasonableness (IR) methodology authorized by Congress
under the Benefits Improvement and Patient Protection Act of 2000. The IR meth-
odology includes procedural steps to protect stakeholders and requires an analysis
of the factors that influence a determination to make a payment adjustment.

The CMS Competitive Bidding system is only going to enhance the strength of
the national DMEPOS providers who are already decreasing the volume of staff in-
volved in customer service and education to meet the demands. We at Care Medical
share the general consensus of the DME industry in that decreasing the number
of DMEPOS suppliers in this manner will not allow for increased competition, but
will rather encourage lowered quality product and reducing the level of customer
service being provided to beneficiaries. Decreasing competition in the DME industry
can only be detrimental to patient care. DME providers cannot increase prices
charged to Medicare (they are set by the CMS governed fee schedule), and various
state Medicaid programs.

Providers of services earn the business by providing high quality products, serv-
ices, and care. Simply stated, eliminating competition eliminates the incentives that
our free-market economy is based on. We also find it abhorrent that apparently no
thought or consideration has been given to the emotional or economic impacts of the
resulting displaced workers. This is a much larger issue than realized at first
glance. These employees and their families are dependent upon their jobs for basic
food, shelter, and healthcare.

Furthermore, Competitive Bidding is not a necessary strategy in reducing Medi-
care expenditures, nor is it an appropriate response to dealing with recent fraudu-
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lent practices in the industry. Allowables can be reduced, quality standards can be
enacted/enforced, and accreditation requirements should be strictly upheld. These
are the direct responsibilities that have been constantly neglected under Secretary
Leavitt and Administrator Kerry Weems. Incidents of fraud and overutilization have
occurred specifically due to lack of oversight and enforcement of CMS. Competitive
Bidding will not resolve any of the underlying issues that support fraudulent prac-
tices such as overutilization. Perhaps the more pertinent question ought to be: Why
did CMS supply so many fraudulent providers with supplier authorization numbers
without inspections/enforcement of its own regulations?

The Medicare Access to Complex Rehabilitation and Assistive Technology Act of
2008 (HR2231/52931) would effectively exempt complex rehabilitation equipment
from the CMS Competitive Bidding Program. Complex rehabilitation equipment is
custom-configured items and requires extensive customization for each patient due
to serious disease and disability. Often, these patients cannot afford the out-of-pock-
et expenses associated with complex rehab equipment necessary to continue being
productive members of society. We request your offices to contact Senator Baucus
(D-MT) and urge for the addition of this legislation to the upcoming Medicare pack-
age.

It is of our opinion that CMS Competitive Bidding Program is a lose-lose public
policy for healthcare, citizens, and business’ alike. Our company requests delaying
Round 1 of the CMS DMEPOS Competitive Bidding Program for a minimum 6
months period to obtain a third-party evaluation of the program. This CMS program
has been fraught with procedural and operational flaws that continue to threaten
the integrity of the entire homecare industry, consequently affecting small busi-
nesses such as myself, and ultimately the access of those Medicare beneficiaries
whom we serve.

Respectfully yours,
Angelene Adler, Vice President
Care Medical & Rehabilitation Equipment
1877 NE 7th Ave
Portland, OR 97212
(800) 952-9566

Statement of Annie Nation
To: Congressman Sam Johnson,

I am writing to express a concern regarding the Competitive Bidding Program im-
plemented by the Centers for Medicare and Medicaid Services. As a supplier of Du-
rable Medical Equipment this program will force us to close our doors and the bene-
ficiaries will lose.

On July 10, 2007 I mailed all the required documents to the CBIC. They received
the package tracking number EB57 3048 087US on July 11, 2007 at 12:43 pm in
Augusta GA. The items were signed b L. BENEFIELD. The contracts were issued
to suppliers on Friday 21, 2008 via Federal Express. I did not receive my letter be-
cause they mailed it to my home rather than my office which is on their files and
every agency that is associated with this program. On July 21, 2008 I spoke to Jean
Catalano (803) 763—8194 the Program Manager for Palmetto GBA who is overseeing
the CBIC Program. Ms. Catalano statement to me was “You better pray to God that
the error was on our part rather than yours”. After 48 hours on Tuesday March 25,
2008 at 8:28 am Trish, called me and said they are still looking for the paperwork
and someone will call back in 48 hours. On Friday March 28th 2008 Lisa Edwards
from Palmetto called and stated it will be 30 days before we find your paperwork,
but less than 30 days. How is it possible for all the providers to have the same or
similar documents missing?

One day the CBIC told Congressman Johnson’s office they found my paper work
and that same evening I received an email saying they did not. As of May 1, 2008
the CBIC and CMS has told me that the documentation was never found and as
of July 1, 2008 I will no longer be able to provide service for our patients. CMS has
not provided any information nor have they found a resolution for the disqualified
suppliers. Their answer is we will notify you in a letter what our findings are. This
is a communistic way of doing business. CMS chooses who they want to do business
with and eliminate the ones they don’t. What happened to free enterprise? What
happened to protecting the small businesses the very back bone of this country.
What CMS and CBIC have said and what they did are very different. What they



98

have told our elected officials are all lies. That is if they decide to communicate with
them. They have entirely too much power. Not all suppliers are fraudulent.
Sincerely,
Annie Nation,
President

Statement of Capital Medical and Surgical, Inc.

To: House Ways and Means Health Subcommittee
From: Capital Medical and Surgical, Inc.
Re: CMS DMEPOS Competitive Bidding Program

The current CMS DMEPOS Competitive Bidding Program has many flaws, and
is not good for the Medicare patients, or the DME/HME industry.

Many providers will be prevented from servicing the senior population under this
program. This will result in substandard patient care and service. By reducing the
number of DME providers able to serve this population, many of these needed sen-
iors will not be provided the level and quality of service that they require.

Most of the DME providers are small business that are focused on providing the
needed service for this senior population. With the competitive bidding program in
its current form, many of these small providers will be forced to close their business.

If the goal of CMS is to lower costs, there are better ways to do it than limit the
number of providers for the growing senior population.

——

Statement of Cara C. Bachenheimer

Introduction

Invacare Corporation (NYSE: IVC) is the global leader in the research, develop-
ment, manufacture, and distribution of the broadest product offering of innovative
home medical equipment (HME) that promotes recovery and active lifestyles for sen-
iors and people with disabilities. We sell a broad array of products to approximately
10,000 HME providers in the United States, including manual and power wheel-
chairs, other mobility aides such as canes and crutches; respiratory products such
as oxygen concentrators, portable oxygen systems, and new oxygen technologies;
nebulizer compressors and respiratory disposables; sleep therapy products; home
care beds; low air loss therapy products; bath safety products; and patient transport
equipment. In turn, our HME provider customers interface directly with Medicare
beneficiaries in their homes by furnishing and servicing these items. The majority
of this equipment falls under the definition of “durable medical equipment” as de-
fined under Part B of the Medicare Program.

Background

Section 302(b)(1) of the Medicare Modernization Act of 2003 (MMA) requires, the
Centers for Medicare and Medicaid Services (CMS) to implement a “competitive ac-
quisition” program for certain items of durable medical equipment, prosthetics,
orthotics and supplies (DMEPOS). In 2007, the bid submission process began in ten
of the largest metropolitan statistical areas (MSAs), and bid rates will be imple-
mented on July 1, 2008. The first ten bid areas are: Charlotte, Cincinnati, Cleve-
land, Dallas/Ft. Worth, Kansas City, Miami/Ft. Lauderdale; Palm Beach, Orlando,
Pittsburgh, Riverside/San Bernadino, and San Juan. The “competitive acquisition”
program will expand to 70 additional MSAs in 2009, and beginning January 1, 2009,
CMS has the authority to apply bid rates in non-bid areas. The MMA allows the
Secretary to contract with only as many providers as the Secretary deems necessary
to meet the demand of an area. Any provider not awarded a contract will be prohib-
ited from participating in Medicare for bid items and services for up to three years.

On March 21, 2008, CMS and its contractor, CBIC,! notified bidders of whether
they would be offered a contract to provide items the suppliers bid on in each of
the initial ten metropolitan areas. The CBIC had six months to review the bids, and
requested a 10-day turnaround for suppliers to respond with a “Yes” or “No” an-

1The Centers for Medicare and Medicaid Services (CMS) contractor for administering the bid
program is the CBIC, or Competitive Bidding Implementation Contractor. Palmetto GBA, based
in Columbia, SC is the CBIC.
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swer, and has stated that it needs four weeks thereafter to finalize the list of “win-
ning” bidders. We expect CMS to announce today the list of winning bidders in each
of the ten markets and the program is scheduled to be effective July 1, 2008. This
means that patients will have no more than seven weeks to find a winning supplier
if theirs did not “win” and transition their products and services to the other sup-
plier. Winning suppliers will take a 26% payment cut and will have a short period
of time to ramp up product inventories (assuming they are credit worthy), hire and
train new staff, purchase trucks and in many cases will have to establish a new
business location in the MSA.

The bid process forces HME providers to bid only lowest prices, despite current
rapid inflation and dramatically increasing costs such as fuel. Winners of the bid
do not really “win” as do military contractors who enjoy a guarantee of certain vol-
ume. Instead winners merely get the right to continue competing in the market-
place. Further, bidders were not obligated to sell at the prices they bid (unlike Medi-
care Part D contractors); providing skewed incentives that fundamentally distort the
bid process so that bid prices have no relation to market prices. CMS allowed com-
panies to bid who had no physical location in or near the bid area. For beneficiaries
with respiratory and/or high end rehab needs, it is not possible to appropriately
serve beneficiaries long distance.

CMS is planning to implement Round Two of the program in an additional 70
areas, and will begin the bid process this summer. Round Two will add 18 million
Medicare beneficiaries to the program.

Manufacturer Impacts

On July 1, 2008, when the bid program goes live for the first ten MSAs, Invacare
believes there may be significant problems in the credit markets for the industry.
Many providers who lost bids have become bankruptcy risks for all manufacturers,
if those providers rely heavily on Medicare as a payor. It will also be difficult for
manufacturers to provide winning firms with the credit they are seeking given the
lack of guaranteed volumes, the significant payment cuts, and in some cases, the
size and financial stability of the company. These credit exposures will become larg-
er and more difficult to manage as the bid program is rolled out nationwide. Further
complicating the credit problem is the fact that CMS offered contracts to many bid-
ders who have no presence in and have no history or experience in providing the
product and services in the particular bid area. The impact of credit issues at the
provider level may well ripple through to manufacturers particularly as the process
continues into 2009.

Consumer Impacts

Beneficiary Access to New Technology—Home respiratory technology has
evolved substantially over the last ten years. New home oxygen technology is essen-
tial to meet the clinical needs of all beneficiaries. New oxygen technology is more
complex, difficult and expensive to produce and is not a commodity class of goods.
Physicians and patients prefer the innovative, new oxygen technologies due to the
impact clinical outcomes and quality of life. Importantly, new oxygen technologies
will prove to be more cost effective for the Medicare Program and the beneficiary.
The President’s intention to protect new oxygen technology was ignored in the bid-
ding process.

Despite the many advantages of newer oxygen technologies, the way that CMS
has structured the bidding program will stymie consumer access to these tech-
nologies due to the antiquated code system that requires providers to use the same
code to bill for traditional and new oxygen technologies. CMS could easily fix this
problem by creating a separate billing code for the stationary component of new
technology, as it has for the portable component of new technology. Beneficiary ac-
cess to new oxygen technology is further exacerbated by the Deficit Reduction Act’s
requirement that the beneficiary assume ownership of all oxygen equipment at 36
months. Under the bid program, CMS’ final rule requires contract suppliers to serve
all beneficiaries; many beneficiaries will presumably transfer from their supplier
who lost to a contract supplier. Contract suppliers will therefore begin to serve bene-
ficiaries who have been on oxygen for some months; without the assurance of 36
months of payment. In fact, contract suppliers have no idea before the program
starts how many home oxygen beneficiaries it will be serving, nor do they know at
what month of medical need all these beneficiaries will be in. In this situation, the
contract supplier will be forced to provide the least expensive oxygen system, which
is certain to be the oldest equipment. As a result, new technology which physicians
and patients prefer, and which requires significantly higher up front investment, is
likely not to be provided to beneficiaries in the bid areas.
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Beneficiary Access to High End Rehab Services—Provision of complex rehab
technology is not a commodity. Each consumer of complex rehab technology has in-
dividual and specialized needs that require extensive customization for the individ-
ual’s needs. These items are simply not appropriate for a competitive bid process
that is designed to attract low-ball bids on commodity items. Most importantly, if
items or services of sub-standard quality are provided, consumers’ conditions will be
exacerbated, requiring more extensive medical intervention. The bidding program is
based on HCPCS codes, not individual products. Herein lays the conflict for apply-
ing bidding to high-tech rehab and assistive technology products. These products are
uniquely configured for the individual consumer based on diagnosis, prognosis and
lifestyle. Moreover, while products may be classified in the same HCPCS code, they
are not equal in regards to their ability to meet the medical need of a consumer.
Competitive bidding is not appropriate for high-tech rehab and assistive technology.
By nature, rehab companies have a unique business model that involves a high level
of personal involvement between the provider and consumer and the integration of
licensed health care professionals throughout the process. These products and inte-
grally related services are particularly ill-suited for the bid program because the bid
program will result in DME suppliers reducing services and selecting products pro-
vided based on cost, not appropriateness. A reduction in services or limitation of
products based on price alone which would result from competitive bidding, will
have a severe negative impact on clinical outcomes associated with the provision of
high-tech rehab and assistive technology.

Referral Impacts—Physicians and Hospital Discharge Planners

Physician referral sources as well as hospital discharge planners will be limited
to referring beneficiaries only to the small number of contract suppliers in the bid
areas. These contract suppliers are not chosen based upon the referral sources’ pref-
erence; they may not be companies the referral sources are familiar with or have
any assurance that their patients will obtain the care they need. Hospital discharge
planners may have to wait longer period of time; requiring them to incur costs of
longer hospital stays. These referral sources will likely have to arrange for services
with multiple suppliers, since most did not win contracts for multiple product cat-
egories. Finally, referring physicians and hospital discharge planners will have no
assurance that their patients will obtain the level of care they received in the past.

Summary of Unintended Beneficiary Impacts of the Bid Program

¢ The First Round of the bidding program will eliminate an estimated 71% of all
suppliers in the first ten markets, including small, medium and large busi-
nesses. Many of these suppliers will not survive and will declare bankruptcy.

¢ Almost four million Medicare beneficiaries who may need DMEPOS are covered
by the first ten competitive bid areas (CBAs). An additional 18 million Medicare
beneficiaries will be impacted by Round Two.

¢ CMS’ selection of a relatively small number of suppliers will result in an in-
crease in ratio of beneficiaries to supplier of 339%—numerous winning suppliers
will be overwhelmed by the huge increase in volume which their systems and
infrastructure may not be able to handle.

¢ Almost 224,000 Medicare beneficiaries who currently rely on home oxygen ther-
apy may experience a disruption of their service if their provider does not
grandfather, and tens of thousands of new patients prescribed the therapy will
have severely limited access from July 1, 2008 forward. As they assume owner-
ship of their equipment in January 2009, they may have to switch providers in
order to obtain portable oxygen.

* The largest oxygen patient bases impacted are located in Miami/Ft. Lauderdale/
Palm Beach, FL; Riverside/San Bernadino, CA; Dallas/Ft. Worth, TX; Orlando,
FL; Kansas City, KS/MO; Charlotte, NC and Cleveland, OH.

¢ Over 143,000 beneficiaries currently receiving home-delivered diabetic supplies
may be forced to switch providers by July 1 since there is no grandfathering
provision and few of the providers currently serving Medicare won bids. Small
winners will be overwhelmed by the rush of patients to switch by CMS’ dead-
line.

¢ Over 10,000 beneficiaries currently receiving home enteral nutrition therapy
may be forced to switch providers by July 1 since there is no grandfathering
provision and few of the providers currently serving them won bids.

¢ Over 16,000 beneficiaries currently being treated at home for Obstructive Sleep
Apnea (OSA) may have to switch providers as they assume ownership of their
equipment under the DRA.
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e Almost 25,000 elderly beneficiaries currently relying on hospital beds to remain
at home may have to switch if their providers do not grandfather due to irra-
tionally low pricing in one or more markets.

¢ The 26% payment cuts, a significant reduction in revenue stream, will it dif-
ficult for contract supplier to obtain needed growth capital.

¢ Beneficiaries may be forced to sever long term relationships with their HME
provider (particularly for beneficiaries with high end rehab and oxygen needs).
Plus, beneficiaries will be forced to deal with increased paperwork (statements,
deductibles) if they have multiple needs that will be provided by multiple sup-
pliers. In addition, consumers will often be forced to choose a supplier they don’t
want.

Unintended Consequences of the Bid Program, Round One

¢ Ten major metropolitan areas will be directly negatively impacted with job loss
and bankruptcies, starting July 1, 2008. Long-standing local companies who
have offered quality homecare services for decades were excluded from partici-
pating, and will be forced out of business based upon government fiat. This will
result in significant local market disruption.

* Beneficiary Disruption—Almost four million Medicare beneficiaries will be
impacted by Round One, and an additional 18 million Medicare beneficiaries
will be impacted by Round Two of the bid program. Beneficiaries have come to
rely on the longstanding relationship they have with their home oxygen and
DME providers. Not only will they be surprised to discover their long-time pro-
vider may no longer be able to serve them effective July 1, they will also be
faced with obtaining services, equipment and supplies from multiple new sup-
pliegs (some of whom may not be local or experienced in providing the care they
need).

¢ Good Companies Arbitrarily Eliminated—Many suppliers traditionally
serving the initial ten bid areas did not win the bid for products representing
their core business. It appears that many non-traditional and “long-distance”
providers with little or no history serving these markets won bids, simply be-
cause they bid the lowest prices. Many of the winning bidders in these areas
have no physical presence where they won the bid; they have absolutely no
“skin in the game.” With little other bid criteria, super low bid strategies
worked to secure a winning position and potentially eliminating established and
more experienced companies from participating. These winners are already con-
tacting local providers who lost, with whom they wish to subcontract to serve
these local markets because they have no physical presence in the market or
competency in providing the products and services they won. The CBIC told
many bid applicants that their bids were disqualified for technical reasons; no
detailed explanation was provided and there is no appeal process allowed. We
expect significant job loss and business bankruptcies in these communities. In
a program designed in part to weed out unscrupulous providers, this “roulette”
game will instead result in the financial demise or disqualification of some of
the country’s best providers on technicalities that cannot be corrected. They are
shut out of the market for at least three years.

¢ Winners Did Not Necessarily “Win”—Even suppliers who won bids are seri-
ously concerned that the deep payment cuts will make it impossible to remain
financially viable and be able to serve beneficiaries throughout the three year
contract period, given the magnitude of the payment cuts (26% on average). Be-
cause of the median price methodology, 50% of the winners must accept pricing
below their actual bid. Many will have difficulty in obtaining additional working
capital in the current credit environment. These cuts, combined with the up-
coming January 2009 implementation of the Deficit Reduction Act of 2005
(DRA), will jeopardize patient access to care and services. Finally, winning bid-
ders cannot even sell their businesses without government approval.

¢ Program Threatens Long Term Viability of the Industry and Its Ability
to Serve Beneficiaries—As the industry’s largest industry creditor, Invacare
foresees significant chaos in the credit market for this industry given the tight
margins that currently exist. Good customers who lost bids have become instant
bankruptcy risks. It will also be difficult to provide winning firms with the cred-
it they are seeking given the significant payment cuts. Inflation rates for cer-
tain provider costs have escalated since the bids were prepared and submitted
almost a year ago (e.g., fuel), yet providers must live with the new rates for
three years without any opportunity for adjustment.

* Beneficiaries Will Suffer—When suppliers are forced to establish an artifi-
cially low bid to obtain a winning contract, two things often occur to the dis-
advantage of the beneficiaries they serve. First, suppliers may substitute cheap-
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er products and reduce the non-equipment services they have historically pro-
vided, as they must find ways to reduce their operating costs. Both the General
Accounting Office (GAO) and MedPAC raised this concern specific to portable
oxygen equipment, which CMS has identified and encouraged for its ability to
reduce costs to the Medicare program as well as improve patient quality of life.
Second, once budget pressures begin to set in for these suppliers, due to poor
inflation projections or unexpected administrative costs from meeting capacity
requirements, support services are eliminated, for example, services such as 24-
hour on-call service, preventative maintenance, etc. Hospital discharge planners
will be forced to place patients in the hands of suppliers with no track record
of service. Further, a significant challenge for beneficiaries will be the fact that
they will have to obtain competitively bid products from as many as nine dif-
ferent suppliers, depending on the products and services they need to treat their
medical condition(s) at home. This is contrasted with their ability today to re-
ceive many services from a single, local provider.

Answers Needed From CMS

1. CMS’ one-page notification letter and grid of wining/non-winning products,
along with reason codes, was simply inadequate for a program of this mag-
nitude. CMS must be held accountable for its decisions regarding which sup-
pliers won contracts and which did not. There was zero clarity around how
CMS determined each supplier’s “capacity” and determined how many win-
ners were needed for each market. Since CMS disqualified many bidders for
supposedly not providing the correct financial reports (without giving them
the opportunity to rectify the situation), CMS must be fully transparent
and publicly disclose the financial criteria it used to assess the fi-
nancial information bidders submitted to CMS.

2. CMS must publicly disclose how it calculated the single payment
amount for all the HCPCS codes in each product category in each
competitive bidding area. Some non-winning bidders lost by 1%, which
represents pennies or dollars, and since CMS’ definition of “capacity” re-
mains unclear, arbitrary exclusions of high-quality, accredited providers oc-
curred.

3. CMS must explain why it relied on unsubstantiated “supplier-re-
ported” capacity for growth (as explained by Mr. Weems on the March
20, 2008 national conference call) and how it used that capacity data to de-
termine the total number of winners needed for each market.

4. If, in fact, errors occurred that were the fault of CMS and its CBIC
contractor, will CMS/CBIC fix the errors and allow affected sup-
pliers to participate?

5. Since the Federal Acquisition Regulations are generally not applicable to
this process (via the statute), what legal basis exists for CMS’ refusal
to provide information related to:

a. The number of bids submitted in each product category for each of the
ten areas?

b. The financial criteria and review process that were applied to the sup-
plier’s financial information that was submitted?

c¢. How CMS/CBIC calculated the single payment amount for each HCPCS
code in each product category in the ten areas.

d. How CMS determined that a provider with an office eight hours away
could serve Medicare beneficiaries with home oxygen therapy?

Request to Congress

Given the high likelihood of significant negative impacts starting July 1, 2008,
and the series of fundamental procedural flaws already identified (see Attachment),
we recommend that Congress suspend the bid program and work with the
industry to establish a workable alternative system.

Summary

This is a heavy handed government takeover of an industry, where CMS deter-
mines whether individual businesses live or die, CMS sets pricing, and controls an
owner’s individual right to even sell the business. This “Russian Roulette” process
will be repeated every three years, steadily eliminating competition in the local mar-
kets until oligopolies/monopolies are established and ensuring that consumers have
limited access to needed items. This is not the American way.
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Attachment

Fundamental Procedural Flaws/Irregularities

Following is a summary of the types of significant procedural flaws identified
since bidders were notified on March 21, 2008 of whether or not they were offered
a contract in any of the products and areas they bid. It appears that so many errors
have been made during this initial supplier selection process that it has resulted
in numerous suppliers being improperly and unfairly removed from the bidding pro-
gram. There is no due process associated with this program. If these errors are not
addressed and Round One proceeds as is currently planned, Medicare suppliers and
the beneficiaries who rely on their items and services will be irreparably harmed.

1. Many suppliers submitting bids were improperly and unfairly disquali-
fied from the process because of missing data, according to letters they re-
ceived. However, most of these disqualified bidders can demonstrate that they
gi%, in fact, provide the proper data to CMS and should not have been disquali-
ied.

2. Some suppliers were erroneously rejected because they supposedly did not
meet the requirement that they were accredited when, in fact, these suppliers
were accredited by the deadline.

3. MEPOS suppliers that were offered contracts were provided less than
ten days from the postmark date to accept the contract. This is a very
short period of time for a firm to evaluate the pricing impact and contract
terms and conditions and determine whether they will accept the contract.
Moreover, at the time they were offered contracts, winning bidders had no in-
formation regarding how many other suppliers were offered contracts in the
product category, to determine how many competitors will be serving the mar-
ket. This is critical information to determine whether the supplier can finan-
cially sustain the business at the bid rate.

4. In some product categories, identical bid prices were calculated for
multiple bid areas, suggests flaws in the bid calculation process. Unless
the median bid submitted for these HCPCS codes in these multiple markets
was identical, this is highly improbable mathematically, based upon CMS’ final
regulation on the bid program. For example, in the high end rehab wheelchair
product category, there are 105 codes whose prices are identical in 2 markets,
24 codes’ prices are identical in 3 markets, and 14 codes’ prices are identical
in 4 markets. In the standard power wheelchair product category, there are 76
codes whose prices are identical in 2 markets, and 18 codes’ prices are identical
in 3 markets. In another example, the new single payment rate for stationary
oxygen systems is exactly the same amount, to the penny—$136.90—in both
Charlotte, NC and Pittsburgh, PA. Again, this is statistically highly unlikely.

5. Suppliers were rejected based upon criteria that were never commu-
nicated to bidders. For example, bidders submitted low prices for codes
that had close to or zero utilization, to maximize the competitiveness of
their “composite bid,” upon which they would be compared with other
bidders. These suppliers’ bids for the entire bid category were thrown
out, supposedly because these items bids were too low. In reality, if utili-
zation is zero or very small, suppliers can afford this. This type of ap-
plication of financial criteria was never publicized. It illustrates the
subjective nature of the reviewers who evaluated the bids, their lack of
familiarity with DMEPOS business operations and is contrary to the
process CMS set up for suppliers to submit bids.

6. On September 13, 2007, Twelve days before the bid window closed, CBIC
changed the Request for Bids rules. The original RFB stated that “begin-
ning 10 business days before the bidding window ends, suppliers will be noti-
fied if there are any missing hard copy attachments.” Two days before the bid
window closed, the CBIC web site document stated that “the system will re-
main open for at least 15 days after the bidding window ends to allow bidders
to check the completion status of their electronic bids and verify receipt of hard
copy documents by the CBIC.” Therefore, at the last minute, the CBIC changed
the rules without informing suppliers who had already submitted bids to re-
quire suppliers to verify receipt rather than the CBIC notifying suppliers if
there was missing information.

For more information, contact Cara C. Bachenheimer, Invacare’s Senior Vice
President, Government Relations at cbachenheimer@invacare.com.

——
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Statement for David Carey

Arizona Bridge to Independent Living (ABIL) is urging you to support H.R. 2231
and S.2931, which will exempt complex rehabilitation products and assistive tech-
nology products from the Medicare Competitive Bidding Program.

As an organization that promotes independence for people with people with dis-
abilities we understand your concerns, however, a blanket approach is not the an-
swer.

In Arizona, the number of Durable Medical Providers (DME) has dwindled as
have the quality of service. Creating barriers to service and causing many con-
sumers, as well as some of our staff members to wait months in order to get repairs
to their mobility devices (i.e. power wheelchairs). Besides losing taxable income from
being unable to work some individuals have developed secondary conditions that
have required medical attention. Which as you know, drives up the cost in another
area.

What we have now is a monopoly! A good approach would be to create an open
market, which will create competition, manage costs and give consumers options to
timely service similar to local automotive repair shops. Doing so will allow individ-
uals to be productive taxpayers within the community, as well as remain healthy.

We urge you to ask your colleagues to support H.R. 2231 and S. 2931. On behalf
of ABIL, your support is greatly appreciated!

————

Statement for Douglas T. Harris
Dear Chairman Stark and Ranking Member Camp:

Thank you for the opportunity to present these comments to your committee. I
enjoyed watching the hearing and I am anxious to see what results will follow. The
Scooter Store is the nation’s largest supplier of freedom and independence to Medi-
care beneficiaries via scooters and power wheelchairs. We have been in business for
nearly 20 years and have over 1300 employee-owners (40% of the company is owned
by our employees in an ESOP). We have over 60 company owned and operated loca-
tions in 42 states. We are proud to have a long standing tradition of making
proactive suggestions to CMS and Congress to improve the Medicare benefit and
continuously struggle to partner with CMS to combat fraud and abuse. While there
are many ideas I would love to discuss with your committee, I will limit these com-
ments to your recent hearing on Medicare’s bidding program for DME.

1. Members of the committee mentioned that the results of the bidding showed
that “Suppliers are willing to take less, much less, than the current Medicare
fee schedule”. The committee’s comment demonstrates that the committee is
not fully aware of how the bidding process worked. Any bid that was not less
than the current fee schedule was automatically disqualified. The results do
not necessarily indicate that suppliers are “willing” to take much less than the
current Medicare fee schedule, it simply shows that some bidders understood
the rule put in place by Medicare for this process; bid lower or be disqualified.
Further, it shows how terrified some bidders were about being put out of busi-
ness by losing a bid for their core business as they bid to sell some products
at a LOSS.

2. Members of the committee mentioned a possible legislative solution of setting
aside the bidding process and resetting the fee schedule at these new lower
prices. We believe this would completely destroy the integrity of a “bid” proc-
ess. As Ms. King from GAO, and Mr. Weems from CMS testified, suppliers that
followed the rules in this process understood that the primary incentives to bid
low were to retain Medicare business and gain market share. The committee’s
suggestion would make the winning bidders compete with these new substan-
tial price reductions, AND eliminate any potential for increased market share.
Suppliers should be able to survive with lower prices if they at least have the
potential of increased volume. The committee’s suggestion would eliminate that
simple economic reality. When Mr. Ryan from AAHomecare said “yes” to that
suggestion, he was clearly speaking on behalf of the losing bidders and not nec-
essarily the winning bidders.

3. The Chairman expressed concerns about methods The Scooter Store might use
to supply oxygen services. While we appreciate his humorous point to Mr.
Weems at our expense, we can assure you that any and all respiratory patients
we serve will receive the highest quality equipment and services. As one of the
largest DME suppliers in the country, we have an outstanding family of over
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1300 employee-owners, with operations in 42 states. We have been accredited
for almost 5 years for all DME items, and we will continue to meet and exceed
CMS’s highest standards. As noted later in the hearing by Administrator
Weems, we meet all of the newly created higher standards for oxygen services.
The Chairman also expressed concerns that we would be serving the bene-
ficiary from hundreds of miles away. While our national headquarters are in
New Braunfels, Texas, we also have over 60 company owned and operated fa-
cilities in 42 states.

4. Over 60% of the bidders were disqualified. The committee indicated that this
must indicate some type of “systemic problem” with CMS’ process. Clearly the
other option that must be considered is that there are “systemic problems”
with many suppliers. While we agree that CMS’s online bidding tool was an
absolute mess, it was not impossible; as evidenced by the other 40% that fig-
ured out how to make it work. CMS, Congress, and even some industry insid-
ers have been advocating for many years that the entire DME industry needs
to substantially raise its level of professionalism. We believe the high disquali-
fication rate substantially supports that argument.

5. The committee questioned whether or not the bidding process would result in
a reduction in the number of suppliers, and thus a reduction in competition.
We do not think that will be the outcome. As an example: In 2006 for the
Miami bid area there were approximately 900 suppliers that furnished “stand-
ard power mobility” equipment to approximately 5000 beneficiaries; or an aver-
age of about 5 sales per supplier per year. Under the new bid process there
will be less than 20 suppliers servicing the same area. This process will pre-
vent over 850 suppliers from selling standard power mobility in Miami, but it
was also allow the winning bidders to average 250 sales per year and thus
achieve an economy of scale that could possibly create an opportunity for even
greater savings to CMS and the beneficiary in the future.

6. The committee asked an outstanding question about the pricing for Medicare
Advantage (MA). If the structure of this bid was so good that CMS wouldn’t
change a single thing, then why not bid MA this way. Remember, the simple
mechanics of this DME bid were that if you did not bid LESS than the current
Medicare price, your bid was automatically disqualified. So, how do we have
MA costs that are $150 Billion higher than if those beneficiaries were on
straight Medicare? MA companies are allowed to bid higher than the current
Medicare cost. CMS had one pricing rule for DME bidding and not for MA bid-
ding. So, what does this have to do with the current hearing questions? Simple
again. The Chairman made it clear under “Pay-Go” rule we must find a $6 bil-
lion offset to delay or correct the problems with the current DME bid. Delay
Round 1 of the DME bid for 6 months to get the obvious problems resolved,
and delay Round 2 until there is clear information about the success or failure
of the Round 1 implementation, AND at the same time add this really cool new
rule (bid lower than current cost or be disqualified) to the MA bid and you
have SAVED $140 BILLION.

7. The committee asked questions about tracking high cost DME items with se-
rial numbers as a way to prevent fraud and abuse. We believe this is an excel-
lent idea. The standard CMS claim form already has an input box for the prod-
uct’s serial number, and thus it could be submitted with every bill. This would
give CMS the first tool of its kind to avoid improper payment BEFORE they
are made, instead of the current method of paying now, and chasing down
overpayments later. I would love the opportunity to discuss this idea with you
or CMS at any time.

8. Additionally, as a fraud fighting method we encourage CMS to immediately im-
plement the $65,000 surety bond for DME suppliers that was already author-
ized over ten years ago in the BBA of 1997. Earlier this year a bill was pro-
posed to raise the $65,000 bond limit to $500,000 since someone believed the
$65,000 clearly wasn’t preventing fraudulent suppliers from stealing money
from Medicare. However, the big news should be that the $65,000 bond has
never been implemented. The amount doesn’t need to be raised. CMS just
needs to enact the project. We urge you to require CMS to add this fraud fight-
ing tool immediately.

Thank you again for looking into ways to make this bidding program work for ev-
eryone. If competitive bidding is done properly then CMS, beneficiaries, the tax
payer, AND suppliers can win. If the bidding program is executed poorly, it might
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get a good score from CBO, but it will wrongfully and unfairly hurt suppliers, CMS,
and worst of all disabled beneficiaries.
Respectfully submitted,
Douglas T. Harrison
Founder and President
The SCOOTER Store
(830) 626-5802
The SCOOTER Store
1650 Independence Drive
New Braunfels, TX 78132

Statement of Ellen S. Durrence, Letter
The Honorable Pete Stark:

Please accept this letter as our formal request to submit our comments for inclu-
sion in the record of the hearing on Tuesday, May 6, 2008.

As a small, local DME provider in Charleston, SC, we have several concerns relat-
ing to the implementation of the competitive bidding program. We met with our
State Representatives regarding this program and they feel, as we do, that it is
“Anti-American” because it will eliminate the patient’s freedom of choice, eliminate
competition, create a significant loss of jobs, and destroy small businesses.

We have served our community for more than 20 years and have provided much
needed medical equipment to area residents, many of whom live in rural areas with
little or no ability to access routine healthcare. We have established long-term rela-
tionships with many of these families and are concerned for their future ability to
access a medical equipment provider if this competitive bid program is imple-
mented. Additionally, we employ 35 dedicated people who take pride in delivering
the much-needed items to our patients. We, with several other independent pro-
viders, are facing an imminent threat of losing both our patients and our employees.

Following are urgent, legitimate concerns for our patients as well as small busi-
ness providers and employees:

Round 1 eliminated 65% of bidding applicants
Applicants were rejected for reasons CMS has yet to substantiate

Patients will suffer

Patients will be required to get a bed from one provider, a bed-side commode from
another and a wheelchair from yet another provider

Access to Durable Medical Equipment providers will be extremely limited, some
patients will be hours away from the nearest provider

Equipment standards will decline due to the significant reimbursement cuts; pro-
viders may supply sub-standard equipment in order to survive the drastic cuts

There is no assurance that the “winning” providers will be able to stay in business
with these reimbursement rates. If they are forced to close, what provisions are in
place to assure patient access? By this time, the “losing” providers will have already
been eliminated from the industry.

More than 60% of the nation’s independent providers will be out of busi-
ness
Because independent providers do not have the backing of a large national chain,
the independent providers are typically the ones willing to “go above and beyond”
for the patients and are willing to reach the outliers
Thousands of jobs will be lost
Round 1 has already eliminated 2,500 jobs
Round 2 is estimated to eliminate 15,000 jobs
CMS administrative costs will absorb the majority of any “savings” pro-
jected

Please, I urge you to stop the competitive bidding process. The durable medical
equipment providers are more than willing to work with CMS to help reduce costs,
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however, this process will, inevitably, damage the industry and the patients relying
on it.
Sincerely,
PHARMACEUTICAL HEALTH CARE
Ellen S. Durrence, R.Ph.
Vice President
Letter Submitted by:
Ellen S. Durrence, R.Ph., Vice President
Pharmaceutical Health Care

Statement of Eric Sokol and Stephen Azia, Letter

Dear Chairman Stark and Ranking Member Camp:

The Power Mobility Coalition (PMC), a nationwide association of suppliers and
manufacturers of motorized wheelchairs and power operated vehicles, applauds the
House Ways and Means Subcommittee on Health for holding a hearing examining
the problems implementing the competitive bidding program for Medicare durable
medical equipment, prosthetic and orthotic supplies (DMEPOS).

As numerous witnesses at the hearing testified, various bidding irregularities
were identified and an inordinate number of suppliers were unfairly disqualified
during the first round of bidding. According to the American Association for Home
Care, nearly two-thirds of accredited qualified DMEPOS suppliers who submitted
bids were disqualified in the first round.[1]

Moreover, single payment amounts for competitively bid DMEPOS items in the
impacted Metropolitan Statistical Areas (MSAs) resulted in a 26% cut under current
fee schedule amounts. For power mobility devices (PMDs), this translates to a 21%
decrease across the ten impacted MSAs. This cut comes on the heels of a 27% reduc-
tion in PMD reimbursement when CMS established a new PMD fee schedule in No-
vember, 2006. In just 17 months, therefore, PMD reimbursement will have been re-
duced by nearly 50% in competitive bidding areas.

Even without these competitive bidding rates being implemented, utilization for
PMDs has already been negatively impacted. According to CMS’ own projections,
243,000 prescriptions for PMDs were expected to be written in 2007.[2] SADMERC
data shows, however, that only 180,000 PMDs were provided by Medicare or 30%
(57,000 beneficiaries) below CMS’ own forecast.

As a result of these bidding irregularities, the possibility of systemic problems in
the bidding process and the further cuts in DMEPOS reimbursement that threaten
service and access, the PMC supports efforts to delay implementation of the pro-
gram until the all problems and irregularities in the bidding process have been
identified and resolved in a manner that will ensure beneficiaries access to high
quality DMEPOS items.

In the alternative, the PMC offers the following recommendations to improve the
competitive bidding program by establishing a more level playing field among bid-
ders, compelling greater supplier participation and establishing safeguards to en-
sure beneficiary access. These recommendations include:

Increasing Transparency in the Bidding Process

The current bidding process is shrouded in secrecy increasing the mistrust be-
tween bidders and the Competitive Bidding Independent Contractors (CBIC). The
PMC recommends that the CBIC share bidding methodology and criteria used to es-
tablish the single payer amounts in impacted MSAs. The PMC recommends that the
CBIC release a report, shortly after it awards contracts in each bidding round,
which sets out:

1) number of total unique bidders;

2) number of bidders awarded contracts;

3) criteria of how bidders financial statements were evaluated;
4) how utilization and capacity was evaluated,;

5) was accreditation reviewed; and

6) how the single payment amount was calculated for each MSA.

Allowing Suppliers the Ability to Correct Minor Errors or Omissions

As numerous witnesses at the hearing testified, many suppliers were unfairly dis-
qualified from the initial round of competitive bidding because of missing informa-
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tion on their bidding application or confusion surrounding bidding instructions.
Some of these applications could have been easily corrected and suppliers could
have avoided disqualification if they had an opportunity to cure these applications
prior to deadline. The PMC recommends that CMS instruct the CBIC to alert sup-
pliers within 30 days of submission if their applications contain some minor errors
or omissions and, further, provide suppliers with 10 days to make corrections and
resubmit the application.

Establishing an Appeals Process

Under the competitive bidding rules, suppliers have no administrative or judicial
review for “the awarding of contracts” under the competitive bidding program.[3]

The PMC has concerns that CMS can conduct the competitive program without
any opportunity for administrative or judicial oversight of the process. Considering
the number of procurements that are set aside each year by the General Account-
ability Office (GAO) and the United States Court of Federal Claims based upon gov-
ernment error, it is inconceivable that CMS would even suggest such a secret and
insulated process. This is a recipe for arbitrary and erroneous awards.

Suppliers who have a reasonable grievance should be able to challenge a deter-
mination of the CBIC before an independent entity or Administrative Law Judge
to ensure fairness and due process. Suppliers will be staking resources and, in cer-
tain instances, survival of their business on contracts awarded by the CBIC. As a
result, suppliers must be afforded the right to contest questionable determinations.
Further, to ensure no disruption in DMEPOS services to beneficiaries, any inde-
pendent appeals process must be expedited.

As a result, the PMC recommends that Congress require any competitive bidding
program to be subject to the traditional judicial review of procurements conducted
by the government.

Providing COLA Increase for Single Payment Amounts

CMS should allow for cost of living adjustments (COLAs) to single payment
amounts determined under the bidding process. COLA increases will ensure that
suppliers are fairly compensated if costs increase as a result of inflation or other
economic pressures. Such an adjustment, moreover, will ensure that suppliers won’t
have to cut back on quality or services in order to continue participation in the
Medicare program and will aid suppliers in meeting capacity targets set out in the
bidding contracts.

Monitoring Supplier Capacity and Allow the CBIC to Make Mid-Course
Corrections

At the hearing, the GAO recommended that CMS closely monitor competitive bid-
ding, through beneficiary and supplier surveys and other oversight, to ensure access
and that contracted supplier’s meet capacity. The PMC recommends that CMS give
the CBIC the authority to contract with new suppliers if GAO reports potential ben-
eficiary access issues as a result of suppliers failing to meet capacity for a particular
product in a particular MSA.

Requiring at Least a 10% Savings Before a DMEPOS Item Can be Subjected
to Competitive Bidding

Given the costs to the Medicare program in establishing and implementing the
competitive bidding program, the PMC recommends that CMS exempt those items
and services for which the application of competitive bidding is not likely to result
in significant savings of at least 10%. This will ensure the outlays made by the
Medicare in implementing a bidding process will pay off in a net savings to the pro-
gram.

Prohibiting CMS from Extending Single Payment Amounts Beyond
Competitive Bidding Areas

Under competitive bidding rules, CMS has the authority to extend single payment
amounts for DMEPOS items to areas that have not been subjected to competitive
bidding after 2009. The PMC recommends that Congress repeal this authority since
reimbursement reductions in rural or underserved areas will further exacerbate
beneficiary access and jeopardize the mostly small, “mom and pop” operations that
serve these communities. Suppliers who serve rural and underserved areas have to
travel great distances to service beneficiaries and often their costs are higher since
they serve fewer patients and cannot take advantage of volume discounts.
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Establishing a Serial Number Tracking Program for DMEPOS Items

CMS has characterized competitive bidding as an additional anti-fraud tool. Since
the late 1990’s, the agency has testified to Congress than more needed to be done
to address fraud and abuse. In 2001, former Health and Human Services (HHS) In-
spector General, June Gibbs-Brown testified to Congress that the two primary
issues the Medicare faces with DMEPOS suppliers is paying for products never de-
livered and/or paying for more expensive items that what was actually delivered to
the Medicare beneficiary.

Rather than punitively punishing legitimate providers by drastically reducing the
fee schedule, the PMC recommends that CMS establish a serial number identifica-
tion program that can track individual DMEPOS items through the claims process.
Under such a system DMEPOS manufacturers could report serial numbers to be in-
cluded in a CMS data base. Suppliers would then have to include the serial number
on their claims, allowing CMS to monitor and track supplies from manufacturer to
supplier to beneficiary.

The PMC appreciates the opportunity to comment on the establishment and im-
plementation of the competitive bidding program for Medicare DMEPOS items. The
PMC agrees with many members of the Subcommittee who question CMS’ charac-
terization of the program’s implementation and urges Congress to delay any further
implementation of the program or, in the alternative, implement the above-de-
scribed recommendations.

The PMC wishes to note that the Medicare PMD benefit provides thousands of
beneficiaries with freedom, independence and the ability to live healthier and more
active lives. PMDs save the Medicare program resources by keeping beneficiaries
with compromised or limited mobility out of more costly institutional settings and
decreasing their need for hospitalizations by making them safer in their environ-
ments. We look forward to working with the Subcommittee on appropriate competi-
tive bidding program safeguards to ensure that qualified beneficiaries maintain ac-
cess to high quality DMEPOS items and services, including PMDs

Respectfully Submitted,
Eric Sokol
PMC Director
Stephen Azia
PMC Counsel

Statement of Ford C. Greene

SUBMISSION FOR THE RECORD

1. Please explain the rational for not letting everyone who will accept Medicare
reimbursement for an item remain in the program and remain a provider. This
decrease in providers WILL stop the advancement of NEW technology. In the
Cincinnati MSA the three largest private companies who specialize in res-
piratory products and home oxygen are OUT of the Medicare program for three
years. These three companies use the latest and smallest technology for it’s pa-
tient’s. The winning companies do not embrace this idea.

2. Competative Bidding WILL cost many job’s in the MSA area’s, effecting small
business a disproportional amount!

3. Why were companies that did not have an office in the MSA allowed to bid?

Ford C Green
CEO

Green Respiratory Services Inc.
513-831-0507

Statement of Freeman H. Smith, Letter

Dear Chairman McNulty:

The American Subcontractors Association, Inc. (ASA) appreciates the opportunity
to submit comments for the record on employment eligibility verification systems
and the potential impact on the Social Security Administration’s core mission of
serving retirees, workers and people with disabilities. We would like to commend
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the Subcommittee for its leadership on this important issue, and hope that our
members’ experience with work authorization might be useful as you work to deter-
mine the effects these new systems will have on SSA.

ASA represents more than 5,000 businesses who are primarily engaged in non-
residential construction subcontracting. We are also concerned about the burden
these employment authorization systems will have on SSA and believe that both the
extent of the burden and the costs that will inevitably be born by SSA have not been
adequately studied.

ASA remains committed to working with Congress to enact comprehensive immi-
gration reform that will not unduly burden employers or Federal agencies. ASA’s
position on immigration reform calls for a comprehensive legislative package that:

e Addresses both future economic needs for workers through the creation of a
guest worker program and practically

¢ addresses the estimated 7-11 million undocumented workers already in the
United States.

¢ Creates an immigration system that functions efficiently for employers, work-
ers, and government agencies.

* Creates a program that allows hard working, tax paying undocumented workers
to earn legal status.

¢ Ensures that U.S. workers are not displaced by foreign workers.

* Ensures that all workers enjoy the same labor law protections.

¢ Strengthens national security by providing for the screening of foreign workers
and creating a disincentive for illegal immigration.

e Strengthens the rule of law by establishing clear, sensible immigration laws
that are efficiently and vigorously enforced.

Thank you again for the opportunity to submit comments for the record. I hope
you will let me know if we can be of assistance as the Subcommittee works to ad-
dress this important issue.

Very respectfully,
Freeman H. Smith,
Director of Government Relations

Statement of Greg Butchko, Letter
To Whom It May Concern,

My name is Greg Butchko. I own a Medical Supply company in Austin, TX that
employs three full time employees, one part-time employee and a contract sales per-
son. We are growing and expect to add another full-time employee this summer. I
started the company five years ago after being laid off from a High Tech Company
that I moved my family here to work for, which almost sent us into bankruptcy.

Although Austin is not scheduled to be in a competitive bid MSA until Round 2,
I am extremely concerned with the information coming out as a result of the round
one implementation of competitive bidding to date for a number of reasons:

¢ the overlooking of small providers

« a flawed certification/application process

¢ unfair bidder exclusions

¢ an excessively short period (10 days) for contract acceptance in round one

My greater concern is that should the commercial payors, which already pay at
a reduced percentage of the Medicare allowables, choose to adopt these new rates,
every item we sell will be paid below our cost. We will have no choice but to
shut down, and I will once again be on the street, looking for a way to feed
my family.

The House Ways and Means Health Subcommittee has scheduled a hearing on
the Medicare bidding program tomorrow (Tuesday, May 6). The hearing will begin
at 1 p.m. in the Longworth House Office Building. I hope that you or one of your
staff will attend the meeting and let our concerns as a small business in your dis-
trict be heard.

Sincerely,
Greg Butchko
Sungate Medical
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Statement of Henry Ford Health System

Thank you for the opportunity to submit comments regarding the Medicare Com-
petitive Bidding Program for Durable Medical Equipment, Prosthetics, Orthotics
and Supplies (DMEPOS). I am Nancy Schlichting, President and CEO of Henry
Ford Health System in Detroit, Michigan. I am also President-Elect of the Michigan
Health and Hospital Association.

About eighteen months ago, Henry Ford Health System (HFHS) began collabo-
rating with health systems in Michigan and other states in an effort to prepare for
the eventual rollout of the CMS competitive bidding program for DMEPOS in 2008
and 2009. Our coalition includes Michigan’s premier healthcare organizations, such
as the University of Michigan, Beaumont Hospitals, McLaren, Sparrow, St. John’s
Health-Ascension, Munson, Mercy Memorial, Genesys Health System/Ascension and
Oakwood Health. Michigan has many comprehensive health systems that have inte-
grated the full continuum of care, including hospital, physician, home-health and
DMEPOS services under a single health system entity. All hospitals and health sys-
tems in Michigan are not-for-profit.

Medicare and many private insurers, including Blue Cross of Michigan, have en-
couraged integration of care and reward cost-effective care management. Our experi-
ence demonstrates that DMEPOS services are vital to our ability to release patients
from the hospital when they are clinically ready to go home, and secondly to prevent
unnecessary readmissions. These are hallmarks of an efficient and cost-effective
health system. In order to preserve our ability to integrate care, we are seeking leg-
islation that will allow hospitals and health systems to provide DMEPOS services
for our Medicare patients at a price determined through competitive bidding, with-
out risking disqualification under competitive bidding.

The Medicare Modernization Act of 2003 directs CMS to establish competitive ac-
quisition strategies for DMEPOS, which CMS has translated into a program of com-
petitive bidding with contracts awarded based on price, capacity to serve a large
number of patients and quality standards. During consideration of the final CMS
rule in 2006 and 2007, we filed comments requesting consideration for the hospitals
and health systems. The American Hospital Association made similar requests. No
changes to address our concerns were made in the final CMS rule. We fully support
the broad goals of competitive bidding on cost savings and improved quality for pa-
tients. However, we are concerned that the final CMS rule fails to recognize a con-
tinuing role for hospitals and health systems; similar to what has been provided for
physicians and others.

Unlike DMEPOS vendors, physicians, hospitals and health systems are primarily
focused on a broad spectrum of patient care. We are committed to doing what is best
for the patient and to provide care in the least expensive setting. Home care and
DMEPOS is an essential link in our strategies to provide safe and high quality care
outside the hospital setting. Where patients and our hospitals currently can count
on making one call to our own employees for all of the services covered by DMEPOS
competitive bidding, we will now face an array of separate contractors for each of
the ten services included under competitive bidding. The DMEPOS services are pre-
scribed by physicians. Our hospital discharge planners work with patients and fami-
lies to assure that everything is ready when the patient is ready to go home. The
prospect of converting this efficient and cost-effective process of hospital discharge
planning into what will necessarily involve a number of unaffiliated contractors is
daunting and probably not feasible. Many of our Medicare patients leave the hos-
pital with multiple DMEPOS requirements, such as a wheelchair, oxygen, surgical
supplies, diabetic supplies and a bed. Coordinating this array of equipment and sup-
plies among many contractors will destroy what is now a seamless process and in-
troduce the opportunity for mistakes and unnecessary cost. Patients and families
will face similar difficulties with the unbundling of services formerly available from
us on a “one stop shopping” basis.

A key barrier to hospital and health system participation in competitive bidding
is the CMS requirement that all bidders demonstrate their ability to serve all Medi-
care patients in very large regions defined through zip codes by CMS. The Henry
Ford Health System includes 7 hospitals and the Henry Ford Medical Group, with
more than 1,000 salaried physicians and researchers in 40 specialties. We provide
care to more than 1 million southeast Michigan residents per year, and we employ
more than 22,000 health care workers and professional staff. Although our hospitals
serve large numbers of Medicare patients (33% of total payer mix at HFHS), we are
not ready to provide DMEPOS services to all Medicare patients in this region with-
out significant new investment, and we have no incentive to compete for DMEPOS
patients from other Michigan hospitals. The final CMS rule does not provide a safe
haven that would allow us to forge relationships with other health systems and cre-
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ate regional hospital-based DMEPOS networks without violating anti-trust laws.
Because our hospital-based DMEPOS services are owned and controlled by HFHS,
which has more than $3.2 billion in annual revenues, the small business exemption
for companies with less than $3.5 million in annual revenues does not apply. Our
dilemma is similar to other health systems in Michigan and other states.

Most hospitals and health systems are preparing to file bids for some or all of the
DME services subject to competitive bidding, even though we do not expect con-
tracts. Our colleagues in states already affected by competitive bidding in 2008 re-
port either disqualification or failure to win contracts. For example, the SUMMA
Health System in Ohio, serving 9 hospitals, was disqualified. BayCare in Florida,
serving 11 hospitals, was disqualified. Cleveland Clinic in Ohio, serving 9 hospitals,
was disqualified. The University of Pittsburgh Medical Center, serving 13 hospitals
in Pennsylvania was not able to bid low enough to qualify for a contract. These com-
panies are part of our coalition of hospitals and health systems and require imme-
diate help.

A losing bid or disqualification poses a huge threat to our hospitals and patients,
as well as the communities that rely on us. The hospital is a key link in disaster
planning, with our DMEPOS employees providing essential items and coordination
that have proven effective for responding in the first critical hours of a natural dis-
aster, such as flooding due to a hurricane (in Florida) or a terrorist attack (New
York). Also, at Henry Ford, we are often called upon to provide DMEPOS services
at no cost to patients who can’t pay, along with home health services. We do this
to help our patients, but also because the cost of equipment and supplies is often
less than a hospitalization would be. These community benefits will be lost if hos-
pitals and health systems are not allowed to participate in the Medicare DMEPOS
program. CMS has no requirement that contractors participate in disaster planning
or provide charity care.

CMS has estimated more than $1 billion savings to the Medicare program and
patients as a result of competitive bidding. We believe this estimate should be revis-
ited to also encompass the significant new inpatient costs where our hospitals are
not able to discharge patients and where patients are readmitted due to the inabil-
ity or unwillingness of an outside contractor to provide services on a timely basis.
We are also worried about repairs and replacement of equipment that is needed to
prevent fragile home-based patients from returning to the hospital. During the re-
cent power outage that left the Detroit area without electricity for several days, for
example, DMEPOS vendors advised home-based patients to call us or return to the
emergency room for oxygen and other supplies until power could be restored and
deliveries resumed. We were able to organize supplies with sister health systems
in the Lansing area for these patients, even though we were not responsible for
their DMEPOS services. If our hospital-based services cannot be maintained, this
kind of safety net for DMEPOS services will disappear.

We do not believe a grandfathering for hospital-based DMEPOS services would in
any way interfere with competitive bidding. For example, we have reviewed the
CMS listing of the top 100 suppliers of Medicare DMEPOS services, which provide
approximately 50% of all Medicare DMEPOS care to patients. Less than 1% of reve-
nues in this top 100 group are part of a hospital or health system. The presence
of hospital-based services in the marketplace is simply too small to adversely affect
the number of bidders. Similarly, by accepting whatever pricing is determined
through competitive bidding, we will actually contribute to the overall savings an-
ticipated from the program.

The CMS rule includes quality standards for DMEPOS companies, which are long
over-due. High standards are not new for our hospital-based DMEPOS services,
since they are already subject to accreditation reviews by the Joint Commission on
Accreditation of Hospitals (JCAHO), as well as transparency of business practices
required under IRS rules, because they are part of our non-profit health system.

Our coalition of hospitals and health systems has come together to ask Congress
for legislation that will preserve our role in providing DMEPOS services as part of
our continuum of care. Because Medicare constitutes upwards of 30% to 40% of our
DMEPOS service volume, we are not sure that we can continue this service without
access to Medicare. Our coalition includes 60 hospital-based DMEPOS companies
owned and controlled by health systems consisting of more than 225 hospitals in
23 states:

1. Alaska 9. Michigan 17. Pennsylvania
2. Arizona 10. Minnesota 18. Tennessee

3. Colorado 11. Missouri 19. Virginia

4. Florida 12. New York 20. Wisconsin

5. Illinois 13. North Dakota 21. North Carolina
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6. Indiana 14. Ohio 22. South Carolina
7. Iowa 15. Oklahoma 23. Washington
8. Maryland 16. Oregon

We respectfully ask the House Ways & Means Health Subcommittee to consider
including in the Medicare package this year legislative language that preserves
Medicare patient access to DMEPOS goods and services currently available through
non-profit hospitals and health systems.

Respectfully submitted,
Nancy M. Schlichting
President & CEO
Henry Ford Health System
One Ford Place
Detroit, Michigan 48202

Statement of Hugh D. Durrence, Letter

The Honorable Pete Stark:

Please accept this letter as my formal request to submit our comments for inclu-
sion in the record of the hearing on Tuesday, May 6, 2008.

I am a physician practicing family medicine in Charleston, South Carolina. As
such, I see patients every day that have illnesses or injuries that can be treated eas-
ily in the patient’s home. It is a good outcome for everyone; the patient desires to
remain in his or her home and the government saves considerable money given this
option in lieu of a hospital or facility stay.

Having said that, I am deeply concerned that the Competitive Bidding Program
currently being implemented by CMS is threatening the “patient home option”. As
a physician, I foresee numerous challenges my patients and staff will face under
this program.

Following are some of my concerns:

Patients, very possibly, will need to acquire home medical equipment
from various suppliers. Typically, these patients are elderly and often times con-
fused by the healthcare maze. Can you imagine an 80-year old lady coordinating the
delivery of home medical equipment from 2, 3 or even 5 different suppliers for the
husband she is caring for in the home? Couple that with the “invasion” of the sup-
pliers’ delivery technicians and the required documents each supplier will demand
be completed upon delivery. You now have an overwhelming situation for the care-
giver. I would also imagine that each supplier would demand the patient pay his
or her deductible upon delivery. If equipment is being furnished by different
sources, who will monitor when and if a patient has paid the deductible. For exam-
ple, Company A is delivering a hospital bed and requires receipt of the patient’s de-
ductible amount. The patient complies, only to have the second supplier arrive mo-
ments later with the oxygen concentrator. They, too, demand a deductible from the
patient because they have no confirmation that the patient has met the deductible
with the first provider. This second provider will not leave the oxygen concentrator
without payment because the reimbursement is such that they can’t risk it. Now
you have the patient paying duplicate deductibles with the hope of being reimbursed
from Medicare some time later. These patients are often on fixed incomes. This has
a great potential of being financially damaging to the patient.

Case workers, discharge planners and physician office staff will have an
extremely difficult time placing equipment for patients if they are required
to call several different medical equipment providers. Currently, hospital
caseworkers and discharge planners are overloaded. Thus, they attempt to discharge
the patient quickly in order to manage their caseload. They must ensure the pa-
tient’s needs have been met when they return home. Under the Competitive Bidding
Process, caseworkers, discharge planners and physician office staff will triple their
already overwhelming workload by trying to coordinate the medical equipment with
various providers. I foresee the “overloaded” discharge planner or caseworker taking
“shortcuts” to get the patient out. This could be potentially damaging to the patient
if appropriate equipment is not placed in a timely manner, or not at all. We could
expect to see hospitals admissions increase as a result, thus resulting in increased
government expenditures. I would also imagine we could expect to see increased pa-
tient health issues if the patient does not receive appropriate or adequate equip-
ment when ordered.
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Reimbursement rates have been reduced by an average of 26%. How can
we expect a medical equipment provider to absorb such a significant cut? How will
they remain in business and assure the patients get the necessary equipment? The
providers offered a contract under this competitive bidding program must provide
the equipment under these reduced rates for a period of 3 years. There are no ac-
commodations for vendor price increases, economy fluctuations, employee wage in-
creases or even cost of living increases. The providers that did not get awarded a
contract will be long gone. What assurances are in place that contracted bidders will
remain in business? The potential for complete loss of equipment access defiantly
exists under the current Competitive Bidding process.

I, and many other physicians, am terribly concerned for the patient’s ability to
maneuver this process. I respectfully request your immediate action to stop the
Competitive Bidding Program and implement an alternative cost-cutting option for
the medical equipment providers.

Sincerely,
Hugh D. Durrence, R.Ph, M.D.
President

Statement of James T. Bragiel, Letter
Dear Congressmen,

The idea of competitive bidding for durable medical equipment sound good on the
surface but, it WILL put many small suppliers out of business. My company is small
compared to the nation-wide providers but we are average sized when compared to
the multitude to oxygen providers throughout the nation. We have seven employees.
We cannot even provide all the oxygen services to the city of Midland let alone the
entire state. I cannot afford to staff or buy equipment to cover the state of Michigan,
and I'm not sure I would even want to do it. I do understand that Medicare needs
to save money and that there needs to be a reduction of prices, even if I don’t like
it. We now get paid less than half of what we did in 1997. I don’t know of any other
business that could survive if that reduction hit their company.

What I am asking for is to allow the small providers (less than 50 employee’s)
to accept whatever price the bidding decides and let those small providers continue
to service Medicare patients. Please feel free to call me regarding this subject. My
very existence as a business, and that of thousands of other suppliers, hinges on
your decision.

Sincerely,
James T. Bragiel

Statement of Jann Sherin, BS, RRT, RCP, Letter
To the House Ways and Means Committee:

I am a Respiratory Therapist, and have been a therapist for 38 years, in homecare
for the last 21 years. I was in healthcare when the first question that was asked
of the patient was “What’s your problem?” as opposed to today where the first ques-
tion is “What’s your insurance?”—And the insurance will determine your treatment
and/or care. Maybe I am “old school”, but as a healthcare worker, I resent it! What
kind of treatment or care would you want for you or your relative? The sad fact is,
“care” is exiting from healthcare.

In an industry that is driven by third party payments with less coverage for need-
ed items, higher co-pays, or no pays, and medical facilities providing less care, we
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are setting ourselves up for disaster. I have never seen an insurance reimbursement
go up, however gas goes up, heat light and power goes up, landlords want increases,
but our reimbursements keep going down. In homecare, we want to keep the patient
out of the hospital, however with completive bidding; the patient is going to have
no choice but to go to the hospital, then watch the healthcare cost! Completive bid-
ding will only result in less care. Anyone can deliver equipment. Knowing how to
use the equipment to its full capacity, reinforcing physicians’ orders and educating
patient and caregivers on disease processes and additional ways to manage their
disease will be missing. Dr’s spend 5-8 minutes with a patient. We spend whatever
time is necessary to insure the patient and/or caregiver knows the uses, contra-
indications, and gets the most from the equipment.

Large DME distributers view this as a distribution business. In my opinion by
definition, this is a distribution and service business. The experts say things will
be fine. I invite anyone and everyone on the committee to come see my America.
Help patients decide on medication or food or rent, or electric because they can’t af-
ford it. Basics! Everyone wants studies. Come out with me and I promise not to let
the facts get in the way. Please, I urge you to accept this invitation and see for your-
self. Look at the people your decisions affect and explain your position. As an Amer-
ican, I realize that we are a nation of give and take. Time has come to stop taking
from healthcare and give to the nation’s assistance. Take care of your people. They
make your Nation.

Thank you for your time to read this communication.

Sincerely,
Jann Sherin, BS, RRT, RCP
Clinical Director, NBN Infusions and Respiratory

——

Statement of Jim Buteyn, Letter
Dear Member of the Ways and Means Committee,

In the almost 20 years that I've been affiliated with DME industry I've never seen
such sad and scary state of affairs as I do today in respect to the affects of Competi-
tive Bidding on beneficiary care and access and the apparent deliberate attempt to
put over 70% of the DME stores in this country out of business.

Fact:

CMS, through its CBIC contractor Palmetto GBA did not contact suppliers regard-
ing missing documentation in their applications.

Palmetto GBA conference moderated by Cindy Dreher in June 2007. Page 13 of
the document around the 3rd paragraph it states the following:

“If your bid is not considered complete, including hard copy documenta-
tion, you will receive an email advising you that your bid is not complete.
This email is only telling you there is missing information. At this time
there has been no evaluation of the accuracy or completeness of the infor-
mation provided. The notification is simply letting you know whether or
not we’ve received all necessary information.”

Fact:

CMS, through its CBIC contractor Palmetto GBA silently changed the
rule regarding contacting suppliers about missing documentation from
their application. Suppliers around the country have before and after page
prints of the CBIC web site to prove this. CMS, nor its contractor, did not
disclose this rule change.

Fact:

CMS, through its CBIC contractor Palmetto GBA awarded bids to sup-
pliers who had never previously provided the bid item. Beneficiaries will
now receive equipment by untrained suppliers who will “muddle” their
way to make the correct assessment of the beneficiaries’ needs. More dis-
turbing is that some of these bids that were awarded to suppliers who had
never previously provided the bid item are for oxygen, a life-sustaining
DME item!
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Fact:

CMS, through its CBIC contractor Palmetto GBA offered 44 oxygen bids
in the Miami MSA. The Miami MSA is currently served by 501 oxygen sup-
pliers. A 91% decrease in oxygen suppliers will not only affect daily access
by beneficiaries but is also in total disregard of Disaster Preparedness.
When the next hurricane hits the Miami MSA 44 oxygen suppliers (if their
business has not been affected by the hurricane) will not be able to meet
the needs of thousands of beneficiaries prior to and after the hurricane. It
is physically impossible. Further review of other bid items shows the same
trend.

Fact:

CMS has been quoted that they disqualified 63% of all received bids due
to missing documentation. Such a glaringly high number of applications
missing documentation should have alerted the contractor that this figure
was far beyond the normal 1-3% average and that they may have a problem
with the submission system.

Fact:

CMS, through its CBIC contractor Palmetto GBA awarded bids to sup-
pliers in states the supplier is not licensed to provide medical equipment
in. CMS ignored its own rules on competitive bidding.

Fact:

CMS has ignored cost of goods increases that suppliers must absorb for
three years, even if it means taking a loss on the bid item. Several bid
items are already at or near cost due to the change in the current economy.

Fact:

By CMS’s own admission, over 70% of the DME suppliers in this country
will be closed by the end of the implementation of Competitive Bidding.
This will be detrimental to beneficiary access and put thousands of citizens
on the unemployment roll. I do not believe this was the intent of Congress.

Fact:

Some winning bid suppliers are already creating their own rules because
they no longer have competition. They are doing this by refusing to deliver
certain small inexpensive items to beneficiaries. With no competitors, the
beneficiary does not have free access or choice. This type of conduct is the
beginning of creating the monopoly which was forewarned by industry ex-
perts. When a monopoly is in place, prices go up, not down.

Fact:

Due to the sporadic awarding of bids beneficiaries will end up dealing
with multiple suppliers for their medical equipment. These are the geri-
atric citizens of our country, many of whom are confused, very ill, or sim-
ply do not understand how the system works. They are used to going to
their local DME store and obtaining everything the physician ordered.
Under competitive bidding the beneficiary could potentially deal with
three or more suppliers in order to obtain the equipment.

Fact:

The physician community is already frustrated and angry with the sup-
plier community due to the amount of documentation CMS mandates the
supplier must obtain from the physician. Under competitive bidding the
documentation requirements will increase for the physician community be-
cause the physician will have to complete paperwork for multiple suppliers
for the patient.

In closing, I would also like to state that in my opinion the implementa-
tion of this type of a program is of great grievance to the Medicare bene-
ficiaries in this country. Each and every beneficiary signed a contract in
effect with the U.S. government when the beneficiary agreed to pay a pre-
mium for Part B Medicare coverage. In return for their premium the gov-
ernment agreed to provide the beneficiary with open choice for their Part
B services. The implementation of a competitive bidding program takes
away the beneficiary’s choice and essentially creates the largest HMO in
this country, financed by the U.S. taxpayer. Beneficiaries who agreed to
Part B services chose that option because they wanted choice. The option
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for the beneficiary to use those same Part B premiums to participate in a
Medicare HMO already exists.
Respectfully,
Jim Buteyn
Arrow Medical Mgmt.

Statement of Joe Fernandez, Letter
To whom it may concern:

My name is Joe Fernandez, the owner of Harrisonville Home Health Equipment,
which has been serving Harrisonville and the surrounding rural communities since
may of 2002. This prevents many of patients from having to travel into Kansas City
to take care of their Durable Medical Equipment services. We provide an alternative
to the bigger corporations. For example, we are a friendly face that they recognize
and trust for all of their home medical equipment and repair services. We are a
small business that treats each new customer as “family”. They are not just another
number to us. We provide a valuable service to the people in the Cass County area.

We find it difficult to compete with the large corporations but by offering friendly
and quick service we have found our corner of the market. However, what Medicare
has done with competitive bidding is completely unfair and unreasonable for the
small business owners of America. Competitive Bidding will force the small
businessman out of business. I have done every thing I could to stay in business.
I became Joint Commission Accredited and I submitted my bids, only to get back
bid disqualifications for all my bids. I received BSE—4: (Bidder did not submit along
with its bid the applicable financial documentation specified in the request for bids).
I called Medicare and found out specifically what I needed to send in for financial
documentation very early in the bidding process. So I sent in the financial docu-
mentation along with all 5 of my bids. Harrisonville Home Health Equipment deals
in many areas of medical equipment and supplies. We provide a valuable service
to the community and physicians. However if we lose our contract with Medicare
to supply Standard Power Wheelchairs, Scooters and Related Accessories we will
be forced into Bankruptcy and we will have to close our business.

It doesn’t make any since with the way the economy is right now to force a large
volume of businesses into bankruptcy and increase unemployment for hardworking
Americans. This is a big industry and it will have a big impact that will be felt ev-
erywhere in the United States. In most cases the government would step in and
stop such a hostel take-over or prevent certain disaster for American businesses.
But the government just wants to add kindling to the fire we our already under.

Thank you for your time
Joe Fernandez

Statement of Joel Israel, Letter
To whom it may concern,

I received an e-mail from HomeCare Magazine this morning advising me of this
hearing to take place on May 6th.

It is my opinion that this whole Competitive Bidding process is nothing short of
ridiculous. My DME business has been caring for people in my area for nearly 70
years, and between the cut backs and now the Competitive Bidding, I will probably
be forced to close my doors, placing my staff on unemployment, and forcing myself
into early retirement.

You seem to have completely overlooked the small business people, who have been
around for very long periods of time, and have built long-standing relationships with
local customers, their families, their doctors and therapists. This is something that
most of the so-called “chain” stores can never hope to do.

Whatever happened to patient care?

My company employs 5 full time staff members. How can I possibly afford the
thousands of dollars as well as the man-hours involved in the accreditation process?



118

Not to even mention the whole competitive bidding process? There is no way I could
ever compete with the pricing that’s afforded to these larger companies.
Respectfully,
Joel Israel, Owner
Best Care Medical Supply
61 Lakeview Avenue
Clifton, NJ 07011

Statement of Laura Cohen, PhD, PT, ATP, and Barbara Crane, PhD, PT,
ATP, Letter

Dear Chairman Stark,

The Clinician Task Force (CTF) is writing to express member concerns and make
recommendations regarding competitive acquisition for Durable Medical Equipment,
Prosthetics, Orthotics and Supplies (DMEPOS). Our group is comprised of a nation-
wide group of 39 members, primarily physical and occupational therapists, whose
work involves providing complex wheelchair seating and mobility services to individ-
uals with severe disabilities. All of our members care deeply about individuals with
disabilities who require wheeled mobility and aim to ensure appropriate access to
medically necessary technologies. Most members of the Clinician Task Force have
over 15 years of experience practicing in seating and wheeled mobility evaluation,
recommendation and training.

Overview

People with severe disabilities need individualized, custom-fit power wheelchairs
and rehab devices. These complex rehab devices represent a very small percentage
of the overall power mobility benefit. These devices differ greatly from standard
power wheelchairs in technology and associated services required to provide these
devices. In order to accomplish the medical and functional goals of this small popu-
lation of Medicare beneficiaries, off the shelf products will not suffice; a wide variety
of technologies must be available in order to meet the specific and unique needs of
an individual. As clinicians involved in the provision of complex rehab devices to
people with severe disabilities we believe that competitive bidding will no longer
allow access to the variety of necessary features and options, and the extensive serv-
ice component that produce highly customized equipment. While it is important to
remain fiscally responsible implementation of this flawed program is incomprehen-
sible. We request that Congress intervene by supporting a statutory exemption of
Complex Rehab from the competitive bidding program.

Round 1 Issues

Now results of Round 1 of the CMS competitive bidding program are available re-
vealing the following concerns:

1. the number of suppliers being offered contracts in any given CBA is too low
to ensure adequate choice of supplier and timely access to technologies and
services;

2. equipment suppliers inexperienced and unknowledgeable regarding complex
power wheelchairs and rehab devices have been offered contracts leaving few,
if any experienced suppliers in contracted areas to provide complex tech-
nologies to Medicare beneficiaries; and

3. single payment amounts established for the category of complex rehab tech-
nology are inadequate to provide access to the range of products within specific
codes severely restricting beneficiary access to medically necessary, custom
rehﬁb power mobility, which is needed to meet a beneficiaries’ daily mobility
needs.

Inadequate access to contract suppliers

Supplier and Quality Standards do not require that a contract supplier have a
physical location in a CBA or proximal to the Medicare beneficiary. Due to the cus-
tom nature of complex rehab it is our concern that Medicare beneficiaries will not
have adequate choice of contract suppliers or timely access to contract suppliers.
Loop holes in the Supplier Standards and Quality Standards have resulted in an
alarming trend. Companies without local facilities or trained certified staff are pre-
dominantly the companies that have been offered contracts in multiple CBAs. Safe-
guards implemented have instead left out reputable companies with long track
records of successful service provision.
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Inexperienced suppliers without certified Assistive Technology Supplier
Staff

It is alarming to CTF members to learn that the experienced suppliers that we
have worked with providing complex rehab technology services for years have been
left out of the competitive bidding program. We are told that many have not been
offered contracts due to errors in application processing. Suppliers have been told
that requisite materials submitted were missing from their application eliminating
them from the program with no option for appeal. It is the Medicare beneficiaries
that will loose when they can no longer work with experienced and certified ATSs
that they have life long relationships with in regard to their complex rehab tech-
nologies. The combination of price reductions eliminating the related services that
accompany complex rehab and the availability of primarily suppliers with little to
no experience in complex rehab will completely disrupt the service delivery process.

Severely restrict product availability

It is apparent from the announced single payment amounts that beneficiaries will
be denied access to the range of products included within specific code categories.
Similar to the issues identified by CMS in relation to full support surfaces included
in the bidding process for complex rehab technologies are not distinct enough and
cover a variety of clinical applications, features, levels of adjustability and levels of
durability. This lack of distinction makes applying competitive bidding to those
codes difficult and complex.

It is apparent from the single payment amounts announced for Round 1 that pric-
ing is based on the lowest product cost within a code category. More complex chairs,
cushions and postural supports, within the same code, significantly exceed an-
nounced payment amounts. Contracted suppliers will not provide products that ex-
ceed their costs and therefore Medicare beneficiaries will no longer have access to
a variety of product within a code category. Furthermore, there simply is inadequate
reimbursement in most competitive bid areas (CBAs) for many bid items further re-
stricting beneficiary access.

Negatively impact clinical outcomes

CMS requires Medicare beneficiaries to be evaluated by a licensed/certified med-
ical provider (LCMP) to determine complex rehab technology needs. Yet the competi-
tive bidding process undermines this requirement. The contracted supplier is not re-
quired to provide the specified product even when a LCMP specifies and justifies
an item. The contracted supplier can substitute product for “comparable” product
under the same code. The problem is that “comparable products” do not necessarily
have the same distinct functionalities as the product specified as a result of an indi-
vidual evaluation. Complex Rehab Products—chairs to cushions are not easily inter-
changed. As a result contract supplier substitution of specified product with product
from within the same code will not result in a comparable system negatively impact-
ing the functionality of the final system.

Beneficiaries provided with inappropriate product are prone to secondary medical
problems such as pain, decrease in functional ability, pressure ulcers, aspiration,
and orthopedic deformities. Costs associated with the treatment of secondary com-
plications can range from medication to hospitalization and surgery. For instance
the cost to heal an ulcer can range from $5,000—$40,000. The occurrence of sec-
ondary medical complications resulting from the provision of inappropriate bid prod-
ucts can easily negate any savings that may be obtained from the bidding program
especially for complex rehab technologies.

Increased costs to beneficiaries

Beneficiaries in medical need of products that exceed the single payment amounts
can obtain medical documentation from a medical professional indicating the need
for a specific product however the contract supplier is not required to provide that
product even if ample justification and rationale are provided. The Medicare bene-
ficiary will need to go to each of the other contracted suppliers to determine if they
can obtain the required product elsewhere. If all contracted suppliers refuse to sup-
ply the needed item (because supplier cost exceeds single payment amounts) the
only other option the Medicare beneficiary has is to go to a non-contract supplier,
sign an advanced beneficiary notice (ABN), and pay cash to obtain the product. Pre-
viously reimbursed products obtained by Medicare beneficiaries are now only avail-
able by self pay further constricting the DMEPOS benefit.

Medicare beneficiaries will only obtain access to the lowest cost products. Cheaper
less robust products will be provided to Medicare beneficiaries. The final rule re-
garding competitive bidding does not require contract suppliers to repair beneficiary
owned equipment, therefore, contract suppliers will not be required to service the
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items they sell. And, since unreasonable bids were used to develop the single pay-
ment amount, other non-contract suppliers will not be able to afford to repair these
items either, leaving Medicare beneficiaries struggling to find a supplier willing to
repair their power wheelchairs or paying for repairs directly.

For the beneficiary who relies on a power chair for mobility, getting payment for
a repair is almost secondary to getting the repair done in a timely and efficient
method. Reliability of product is of primary importance to beneficiaries relying on
power chairs.

Summary

By design the competitive acquisition program reduces cost to the Medicare pro-
gram at the expense of product quality and access. It is clear from the published
single payment amounts for round one that contract suppliers can only provide the
lowest level product within each code category simply because supplier cost for most
complex technologies exceed the single payment amounts in many codes.

We urge Congress to take the following steps:

1. Exempt complex rehab devices from the competitive bidding requirement as
the cost savings resulting from competitive bidding will be derived from infe-
rior equipment and a decrease in service resulting in devices ill-suited for use
by those with severe disabilities. The average savings that Medicare will expe-
rience due to competitive bidding of complex rehab technology is much less
than reported.

2. Exempt complex rehab from the competitive bidding program. Competitively
bidding complex rehab technologies is inappropriate, undermines the evalua-
tion by the licensed/certified provider and puts the clinical outcome of Medicare
beneficiaries at risk.

3. Request an audit and report from CMS of all potential contract suppliers of
complex rehab to ensure there is a physical location with full service repair fa-
cilities within the CBA in proximity to the Medicare Beneficiary and ensure
that certified Assistive Technology Supplier staff is employed on staff PRIOR
to announcing winning contractors.

4. Request that CMS conduct a thorough assessment of the variety of products
in each HCPCS code compared to the single payment amount to ensure that
beneficiaries will continue to have access to medically necessary products
through a viable reimbursement structure and report back to Congress.

5. Mandate that CMS rescind the pricing established for replacement parts and
allow the current fee schedule amount to be paid for replacement parts for
power mobility devices to ensure beneficiary access to repairs.

In the end it is the Medicare beneficiaries in greatest need of power mobility that
are harmed by a bidding program which may be applicable to “commodity” products
being applied to “Complex Rehab Products”. To date CMS has failed to pay atten-
tion to ongoing public comment and concern. Now we ask Congress to intervene.

These same beneficiaries are the ones that have been most affected by the many
policy changes that have occurred over the past several years restricting access to
power mobility devices in the name of fighting fraud and abuse. There needs to be
a balance between fiscal responsibility and ensuring access to quality technologies
for the beneficiaries that need it.

We appreciate your consideration of our requests and hope you understand our
concerns. If additional information is required, please contact either Laura Cohen
at 404-370-6172 or Barbara Crane at 860-529-4936.

Sincerely,
Laura Cohen PhD, PT, ATP
Barbara Crane, PhD, PT, ATP

Statement of Manyvone Champavannarath

In my opinion the system is never going to be right. The people who are making
these decisions will never understand what people with disabilities go through every
day. All they see are words and numbers on paper.

I challenge each person who is making the decisions to think about the following
when making decisions: Imagine you are a quadriplegic and have limited services.
Can you imagine what it’s like having to depend on someone for everything? Can
you understand how it feels to have to wait for four hours to use the bathroom?
Do you know what it’s like to sit in your own excrement for hours? Can you under-
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stand how disgusting that feels? Can you imagine having to ask a stranger to help
you get a coke at the store? Imagine being hungry and not being able to get some-
thing to eat for yourself. Can you imagine what it’s like to have your stomach growl
and you cannot do anything about it? Can you understand what it’s like to drool
and not be able to wipe your own face? Imagine what it’s like to have your eyes
burn and not be able to do something about it. Can you imagine what it’s like to
sit at the computer and not be able to turn on the lights when it gets dark? Imagine
what it’s like to come home and not able to do anything until a staff person comes
on duty. Can you understand what it’s like to drop something on the street and you
cannot pick it up? Imagine having to wait for a stranger to come by and then you
have to ask that stranger to pick up the thing you dropped. Imagine being alone
and have your nose itch and you cannot scratch it. Imagine what it’s like to be in
one position for fourteen hours a day. These questions need to be considered when
decisions are being made regarding the disabled.

Please do not tell me that you understand because you truly cannot understand
unless you are disabled. No one understands unless they are disabled or have taken
care of a person with disabilities. Don’t get me wrong—I love my life, but the system
makes lives for people with disabilities tremendously more difficult than it already
is.

Manyvone Champavannarath
Area 14

Statement of Matthew J. Rowan, Letter
Dear Chairman Stark:

Thank you for holding the Health Subcommittee hearing on May 6 regarding
Medicare’s competitive bidding program for durable medical equipment, prosthetics,
orthotics and supplies (DMEPOS). On behalf of the Health Industry Distributors As-
sociation (HIDA), we appreciate your consideration of the following comments for
the record. HIDA is a nonprofit trade association representing approximately 200
distributor companies that provide medical-surgical supplies and equipment to nu-
merous hospitals, nursing homes, and home health agencies across the United
States. Our members account for roughly 80 percent of the medical products distrib-
uted through the healthcare supply chain. The competitive bidding program will sig-
nificantly impact providers that serve Medicare beneficiaries in the nursing home,
homecare, and extended care markets.

HIDA strongly recommends that the Centers for Medicare and Medicaid Services
(CMS) postpone the July 1, 2008 implementation of Round 1 in order to address pro-
cedural flaws surrounding the implementation of the DMEPOS competitive bidding
program. We also ask the agency to delay further implementation of Round 2 until
the effects of Round 1 can be fully evaluated. With administrative spending becom-
ing one of the fastest growing expenditures in healthcare, HIDA feels that Congress
needs to evaluate the projected vs. actual administrative costs thus far associated
with implementing the competitive bidding program. In the final rule 42 CFR Parts
411 and 414, CMS estimates internal costs and costs to its contractors to be approxi-
mately $1 million in immediate fixed calendar year costs for contractor startup and
system changes for Round 1. HIDA believes that the analysis in the final rule sig-
nificantly underestimates the actual administrative costs associated with imple-
menting the program, therefore further reducing the program’s net savings.

1. Medicare beneficiaries are poised to face disruptions in service, in ad-
dition to reduced quality. In an effort to preserve their business opportunities
with Medicare, suppliers may substitute products with lower quality and less expen-
sive equipment and reduce the non-equipment services they historically provided as
part of the bidding package of home medical equipment and services. This occurs
as suppliers strive for ways to reduce operation costs. Suppliers are beginning to
feel the impact of the lackluster economic conditions currently afflicting the country.
Costs associated with the price of raw materials needed for packaging, nutrition,
and transportation have escalated since the September 25, 2007, Round 1 bidding
deadline. Financial pressures on suppliers may result in a reduction of support serv-
ices that have been traditionally offered to beneficiaries, or planned for prior to the
increase in production costs. Hospital discharge planners will be forced to either
place patients under the care of suppliers with no established track record of serv-
ice, or to delay discharge. Additionally, a significant challenge facing beneficiaries
will be obtaining competitively bid products from multiple and unfamiliar contract
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suppliers, depending on the types of home medical equipment services and items
that are needed.

2. CMS must allow more time to educate beneficiaries on the effects and
resulting changes of the competitive bidding program. It has been projected
that close to four million Medicare beneficiaries will be impacted by Round 1 of the
competitive bidding program. With the apparent lack of beneficiary education tools
in place prior to the Round 1 implementation date, the program will inevitably un-
dermine access to quality care for millions of beneficiaries that rely on the Medicare
Part B benefit. The current implementation timeline indicates that CMS has only
allowed one month to bring Medicare beneficiaries up to speed on the impact of the
program. The current timeline will cause confusion and interrupt the continuity of
care for beneficiaries. Unless Round 1 is delayed, and proper steps are taken to ade-
quately educate beneficiaries, CMS will be forced to inform patients and physicians
that their Medicare beneficiary access will suffer as they can no longer utilize their
current provider on most supplies.

3. The contract evaluation process needs to be re-evaluated. Medical-sur-
gical suppliers with winning bids were only allowed ten days to assess the contract.
However, the competitive bidding implementation contractor (CBIC) had six months
to review the bids. This is a very short period of time for a supplier to evaluate the
pricing impact, contract terms and conditions and determine whether they will ac-
cept the contract. Moreover, winning bidders have no information regarding how
many other suppliers were offered contracts in the product category, to determine
how many competitors will be serving the market. This is critical information to de-
termine whether the supplier can financially sustain the business at the bid rate.

Furthermore, an alarmingly high number of legitimate long-standing
companies who have been offering extended care and homecare services
for decades were unfairly disqualified from the program for reasons that
appear to be erroneous. Reports from various suppliers indicate that the CBIC
has made serious errors that led to disqualifications of round one bids in nearly all
of the first ten bidding regions. Disqualification from the supplier selection process
has serious ramifications for Medical-Surgical providers, and CMS needs to imme-
diately develop a diligent and thorough review process to ensure that all disquali-
fication decisions are valid. Those who have been improperly disqualified need to
be readmitted into the contracting process.

4. Further implementation of Round 2 needs to be delayed until Round
1 can be properly assessed. On January 8, CMS announced 70 additional metro-
politan statistical areas (MSAs) and eight product categories for the second round
of the competitive bidding program. Moving forward without a thorough evaluation
of Round 1 will limit the ability of suppliers to continue to serve key providers and
patients—a dangerous process that will have negative effects on patient and pro-
vider choice and the downstream quality of care. The program may also force sup-
pliers to serve markets where they have no experience—a shift that’s poised to sig-
nificantly diminish the quality of service and patient care. CMS must carefully
evaluate phase one of the competitive bidding program in order to ensure that sub-
sequent phases are successful and implemented in a rational and logical manner.
CMS must use beneficiary surveys, as well as supplier surveys, to evaluate the suc-
cess of Round 1 and share this information with the provider community and the
public, solicit feedback, and make necessary changes to improve the developing pro-
gram.

5. Long term care (LTC) facilities should be excluded from Round 2 of the
DMEPOS competitive bidding program because the Medicare Moderniza-
tion Act addresses the delivery of products and services in a home health
care setting. Nursing homes are a very unique setting compared to home care:

¢ LTC distributors prepare unique utilization and control procedures to conform
to each nursing home’s needs, which are integrated into their clinical staff re-
quirements.

¢ LTC distributors’ products are standardized to all residents based upon each
nursing home’s specific clinical protocol.

¢ Product availability is a major requirement for a provider serving a skilled
nursing facility (SNF). A typical LTC distributor carries ample DMEPOS stock
to service the Part B patient’s and non-Part B patient’s requirements of all
SNFs in their MSA. A typical LTC distributor has 20,000-40,000 square feet
of storage and stocks all major manufacturers and formulas. The LTC dis-
tributor has the “safety stock” to respond to multiple emergency requests for
DMEPOS from multiple SNFs within hours. Home care providers do not have
the storage, or the “safety stock,” to respond in less than several days. These
shortcomings are a clear detriment to the patient.
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DMEPOS suppliers that serve these two separate and distinct end-users are well-
qualified and experienced in their specific markets. To force one or the other to
serve both end-users will result in confusion, errors, and the failure to serve pa-
tients adequately. In addition, CMS allowed LTC facilities to “opt out” of the
DMEPOS competitive bidding 3-year demonstration projects in the chosen MSAs.
Given this information, it appears clear that CMS recognizes the difficulties in re-
quiring LTC facilities to adhere to the same requirements as a home care setting.

6. The citing of competitive bidding site demonstrations as beneficiary
“quality and access success stories” for the program is inaccurate. The bid-
ding that occurred during the demonstration projects in the Polk County, Florida
and San Antonio, Texas MSAs were served by current beneficiaries that were grand-
fathered in using their current supplier. This is the reason that no complaints or
problems with beneficiary access were recorded, as the demonstration project only
affected new patients in these areas. HIDA strongly believes that without imple-
mentation of the changes above, the competitive bidding program is poised to limit
the ability of suppliers to continue to serve key providers and patients—a dangerous
process that will have negative effects on patient and provider choice and the down-
stream quality of care. CMS needs time to examine the issues that HIDA has risen
on behalf of our member companies participating in competitive bidding. The integ-
rity of the competitive bidding system, Medicare beneficiary access, and the finan-
cial viability of medical-surgical distributors are at stake.

HIDA appreciates the Subcommittee’s proactive approach and we look forward to
working with Congress and CMS on this critical issue. Thank you for taking the
time to review our concerns and consider our comments.

Sincerely,
Matthew J. Rowan
President and CEO

Statement of National Association for the Support of Long Term Care

(NASL)

The National Association for the Support of Long Term Care (NASL) submits this
statement for the record in connection with the Ways and Means Subcommittee on
Health hearing on May 6, 2008 regarding the Medicare competitive acquQisition
program for Part B items and services.

NASL is a national trade association representing providers of ancillary products
and services to the long-term care and home care industries. Our member compa-
nies provide medical equipment, as well as therapy services, diagnostic services,
software systems and other ancillary services, to those care settings.

The focus of this hearing was the new competitive bidding program for medical
equipment, prosthetics, orthotics, and supplies (DMEPOS), created by Congress in
the Medicare Prescription Drug, Improvement, and Modernization Act of 2003
(MMA) (Public Law 108-173). The Centers for Medicare & Medicaid Services (CMS)
in the Department of Health and Humans Services (HHS) issued final regulations
in April of 2007 implementing the program. Currently, the first phase of the pro-
gram (Phase 1) is slated to begin on July 1, 2008 for ten product categories in ten
of the largest metropolitan statistical areas (MSAs) in the country. The program is
scheduled to be expanded to seventy additional MSAs in 2009 and to additional
areas after 2009.

Our statement may be summarized as follows:

1. The competitive bidding program is likely to impair beneficiary choice
and access to care because the limited number of “winning” suppliers
probably do not have the capacity to serve all beneficiaries in the com-
petitive bidding areas. CMS grossly miscalculated the number of suppliers
that would submit bids and we are concerned that many of the “winning” sup-
pliers may lack the expertise, knowledge of the localities and overall capacity
to adequately serve entire competitive bidding areas.

2. Long-term care facilities should not have been included in the pro-
gram. Despite the fact that Congress’s clear intent and the entire legislative
debate on the competitive acquisition provisions of the MMA were focused on
home care, CMS decided to include the nation’s long term care facilities (“LTC
facilities” or “nursing facilities”) in the very first phase of the new, largely un-
tested program. In particular, this will affect the provision of enteral nutrition
(tube feeding for patients who cannot take food orally and/or digest and absorb
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adequate nutrition from traditional nutrient sources), the product area where
there would be the biggest impact on LTC facilities in the first phase of the
competitive bidding program.

3. The median price methodology utilized to determine the “winning
bids” is flawed. Under the median price methodology, half of the “winning
bidders” will be reimbursed at a rate below what they bid. This untested meth-
od is dramatically different from the approach used in the pilot programs and
has the potential to negatively impact both access to and quality of DMEPOS
items and services.

NASL supports fully the Congressional goals of promoting high-quality care for
Medicare beneficiaries while achieving improved management of costs. However, we
are worried that immediate implementation of the program without modification
likely will limit beneficiaries’ access to and choice of quality DMEPOS. We also are
concerned that application of this program to DMEPOS provided to patients in LTC
settings will not only fail to meet the goals set by Congress, but will unfairly dis-
advantage small suppliers that have special expertise in supplying these necessary
items to LTC patients and thereby harm patient care. We believe that Congress
should rethink the competitive bidding program, and at a minimum, we appeal to
Congress to delay its implementation.

1. Medicare Beneficiaries’ Access to and Choice of Quality DMEPOS will be
Limited because the Low Number of “Winning” Suppliers Lack the Es-
tablished Capacity to Fully and Effectively Provide DMEPOS Items and
Services.

NASL believes that beneficiaries’ access to and choice of quality DMEPOS will be
impaired if the competitive biding program is implemented on July 1. Only 1,335
bids across the ten product categories in ten MSAs were ultimately selected as “win-
ning bids,” representing 22 percent of the 6,209 bids received by CMS. The number
of bids actually received and selected by CMS pales in comparison to the 15,973 bids
that CMS anticipated receiving and CMS’ estimation that a bidding supplier would
have a 60 percent chance of being selected as a winning bidder in at least one prod-
uct category. See 72 Fed. Reg. 17992, 18069, 18080 (April 10, 2007). Beneficiaries’
access to care and choice of suppliers will be limited due to the small number of
suppliers that will be involved in the program.

In addition, it appears that many of the suppliers that have been offered contracts
are not the current primary providers of DMEPOS in the competitive bidding areas.
For that reason, it appears that CMS is in effect turning the DMEPOS program
over to suppliers that were previously unable to succeed in the market. As a result,
many beneficiaries will experience a disruption in their services as they are forced
to transition their care to new DMEPOS suppliers in less than two months. The ca-
pacity of these suppliers to provide quality items and services remains largely un-
%nown and therefore poses an excessive and unnecessary risk to Medicare bene-
iciaries.

In reviewing the suppliers’ capacity issue, we look at three elements: 1) a sup-
plier’s expertise, 2) a supplier’s experience in particular geographic areas and 3)
whether a supplier can adequately service an entire competitive bidding area. Sev-
eral of the suppliers awarded contracts have admitted that they do not have the ex-
pertise in the product category that they were selected to service. Due to the com-
plexities involved with providing DMEPOS items and services, expertise in sup-
plying one product category does not translate to proficiency in supplying other
types of items and services. In addition, a surprisingly high number of the suppliers
that were awarded contracts do not have experience with the geographic regions
they will be serving. This lack of familiarity with the locality has to affect their abil-
ity to effectively serve the beneficiaries in the area. Finally, the ability of each “win-
ning” supplier to provide quality DMEPOS items and services to an entire CBA is
still an open question. Many of the suppliers awarded contracts are small in scope
and may not have experience providing items and services across a broad service
area.

Clearly, there does not appear to be a nexus between the suppliers that were
awarded contracts and their expertise, experience in particular geographic areas or
whether they can adequately service an entire competitive bidding area. This raises
serious questions about the suppliers’ abilities to successfully service the bene-
ficiaries in their competitive bidding areas. It is puzzling how CMS can be sanguine
with respect to access, quality and choice in light of its miscalculation related to the
bidding process and its aftermath.

As a trade association representing suppliers with experience in providing
DMEPOS to Medicare beneficiaries, NASL is highly skeptical that the items and
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services can be provided as anticipated due to basic uncertainties related to the
number of suppliers and the overall capacity of participating suppliers. It seems un-
reasonably risky to gamble with beneficiaries’ access to and choice of medically nec-
essary DMEPOS, as well as the quality of items and services that they will be re-
ceiving, by having the vulnerable elderly and disabled populations participate in a
program with so many untested and unknown aspects. CMS, and Congress, should
act on the basis of facts, not assumptions that have no precedence.

2. The Competitive Bidding Program Presently Cannot Address the Unique
Challenges of Providing Medical Equipment and Services to Patients in
Long Term Care Facilities.

Most Part B items and services within the scope of the competitive bidding pro-
gram are provided in a home care setting by suppliers who focus on the home care
market and may not have the familiarity or expertise to service residents of a nurs-
ing facility. As a result, the program was developed based on a home care model,
which generally involves a distribution process designed for beneficiaries who are
mobile and not institutionalized. However, the clinical needs of patients using en-
teral products in LTC facilities, how these products are distributed in the LTC set-
ting, and the particular quality standards applicable to nursing facilities are quite
distinct from the home care setting.

LTC Facility Patients Have Special Needs.

Residents in LTC facilities are usually older and more impaired than home care
patients, often admitted after an acute care stay or unsuccessful home stay, and re-
quire a different regimen of care. For example, more than 80 percent of all enteral
patients residing in LTC facilities require an enteral pump for safe delivery of nutri-
tion, while less than half of all enteral patients residing in their home have such
a need. LTC facility residents often have multiple clinical conditions, significant
physical limitations, and the need for assistance with activities of daily living. In
short, they often require a range of services beyond enteral nutrition.

LTC Facilities Have Special Relationships With Patients and Third-Party Suppliers.

LTC facilities have a special relationship with their residents. These facilities as-
sume responsibility for coordinating the work of an array of clinicians, providers and
suppliers to meet residents’ healthcare needs. Indeed, LTC facilities are subject to
Federal requirements mandating that “each resident must receive and the facility
must provide the necessary care and service to attain or maintain the highest prac-
ticable physical, mental, and psychosocial well-being, in accordance with the com-
prehensive assessment and plan of care.” 42 C.F.R. Part 483.

Items furnished to LTC facility residents typically are furnished by either the fa-
cility itself or by highly specialized suppliers working in a close clinical relationship
with the facility’s nursing personnel. The level of clinical management and services
related to the furnishing of DMEPOS to patients in institutionalized settings is sub-
stantially higher than that for non-institutionalized patients. In fact, the Joint Com-
mission on Accreditation of Healthcare Organizations (JCAHO) publishes separate
Standards for Tube Feeding for the home care versus nursing facility setting. As a
result, LTC facilities working with third-party suppliers traditionally have estab-
lished longstanding relationships with selected suppliers based on experience, trust
and respect for their level of professionalism. We believe it is critical that these fa-
cilities continue to have the ability to select a supplier that meets performance and
service criteria necessary for the needs of their patients. The competitive acquisition
program could force nursing facilities to use unfamiliar suppliers and potentially in-
terrupt ongoing relationships and established and functioning care plans that have
worked to the benefit of their residents.

Applying the Competitive Bidding Program to Products Supplied to LTC Patients
Will Not Fulfill the Purposes of the Program.

The use of competitive bidding to set prices and pay for therapies provided pri-
marily in a LTC setting has not been tested sufficiently or successfully. CMS pre-
viously conducted a DMEPOS competitive bidding demonstration to test the feasi-
bility and the program impacts of using competitive bidding to set prices for
DMEPOS. CMS included only one therapy in the demonstration where the majority
of patients are in a setting other than the home (i.e., enteral nutrition). The agency
ultimately removed enteral nutrition from the first demonstration project and con-
cluded it was not well suited for competitive acquisition in its final report to Con-
gress, due to the complexity of the nursing home setting. Importantly, there was no
conclusive evidence that competitive bidding would produce any clinical benefits for
residents of nursing facilities.
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There is Precedent for Treating the Long Term Care Setting Differently Under Medi-
care.

There is precedent for treating the coverage and payments of items and services
provided to residents in LTC facilities differently than those provided to other bene-
ficiaries—namely, in the Part D prescription drug benefit. CMS’ regulations imple-
menting this benefit artfully distinguish between providing drugs to the general
Medicare population and providing those same drugs to Medicare beneficiaries in
a LTC facility, subjecting pharmacies that serve LTC facilities to different quality
and performance criteria than other pharmacies and providing distinct payments.
According to CMS, providing drugs to LTC residents requires “special attention to
ensure the unique needs of the vulnerable population are met without compromising
the quality of pharmaceutical care.” Issue Paper #26, High-Quality Access to Long
Term Care Pharmacies (Jan. 21, 2005). Until now, CMS has consistently recognized
the unique needs of nursing facility residents in receiving covered benefits under
Medicare law.

3. The Median Price Methodology Utilized to Determine the “Winning Bids”
is Untested and Unsound.

Under the median price methodology used to determine the “winning bids,” half
of the “winning” suppliers will be reimbursed at a rate below their bid. The median
price methodology is dramatically different from the approach used in the pilot pro-
grams, which averaged the adjusted bids in the competitive category to determine
the payment amount. Final Report to Congress: Evaluation of Medicare’s Competi-
tive Bidding Demonstration For Durable Medical Equipment, Prosthetics, Orthotics,
and Supplies (2004). Additionally, the median price methodology is not observed in
any other Federal bid construct.

Therefore, contrary to CMS’ continuous assertion that the pricing methodology
has been proven effective, the median price methodology is, in essence, an untested
initiative. Additionally, the demonstration project included a vigorous ombudsman
and beneficiary response mechanism, which cannot be replicated in the competitive
bidding areas.

Although many of the “winning” suppliers may choose to participate, beneficiaries’
access still could be negatively affected if “winning” suppliers are unable to provide
quality items and products to all of the beneficiaries requiring services at amounts
below their submitted bid prices. Additionally, it would be tragic if the quality of
DMEPOS items and services were sacrificed in order for suppliers to meet the de-
mand in each MSA at an insufficient price. The potential for harm to beneficiaries
due to reduced access and quality is heightened by the absence of the beneficiary
protections that were present in the demonstration.

Request for Congressional Action

NASL and several other organizations have raised the concerns outlined above
with CMS in detailed comments responding to the proposed rule to implement the
competitive bidding program. Unfortunately, CMS did not effectively address these
concerns in finalizing the rule and is clearly determined to implement Phase 1 on
July 1. Because of the enormous risk the competitive acquisition program imposes
on beneficiaries, we ask Congress to delay Phase 1 until the Government Account-
ability Office has conducted an analysis of the impact of the reduced supplier pool
and capacity issues on beneficiaries’ choices and access to quality care.

We also ask that Congress act to limit this competitive bidding program to those
services where it makes sense and to exempt nursing facilities. This exemption
would be consistent with congressional intent and the plain language of the Social
Security Act creating the competitive bidding program. LTC facilities already pur-
chase DMEPOS through what is essentially a private competitive bidding process.
There is nothing to suggest that Congress intended to undermine institutional pur-
chasing power or replace the current private system with a public system.

4 For l\fllgé}ll,er information, please contact Peter C. Clendenin, Executive Vice Presi-
ent, .

Statement of National Association of Chain Drug Stores

INTRODUCTION

Thank you for allowing the National Association of Chain Drug Stores (NACDS)
the opportunity submit a statement on the impact of Centers for Medicare and Med-
icaid Services’ (CMS) competitive bidding program for Durable Medical Equipment,
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Prosthetics, Orthotics and Supplies (DMEPOS) on Medicare beneficiary access to
life-saving DMEPOS items and services from their local community pharmacies.
NACDS represents approximately 200 companies operating retail pharmacies in vir-
tually every community in the country. NACDS represents national companies with
thousands of retail pharmacies as well as local chains that operate as few as four
pharmacies. Regardless of their size, all NACDS members are very concerned about
the competitive bidding program and the potential impact it will have on Medicare
beneficiaries’ health.

Medicare patients obtain coverage for DMEPOS through the Medicare Part B pro-
gram. Durable medical equipment includes such items as diabetic testing supplies
and monitors, walkers, hospital beds, wheel chairs, and oxygen equipment and sup-
plies. Many Medicare beneficiaries obtain these supplies from their local phar-
macies. In fact, a recent study conducted by HealthPolicy R&D found that nearly
two-thirds of older diabetic patients obtain their diabetic test strips from their re-
tail-based community pharmacies.! Retail pharmacies are the largest providers of
DMEPOS services to Medicare patients and are in a unique position to assist pa-
tients with their care and treatment and to monitor disease trends and therapy out-
comes. In many cases, a pharmacist is the most readily accessible health care pro-
vider in the community for the Medicare beneficiary. One-on-one patient-pharmacist
consultations can often provide the first opportunity to identify chronic illnesses and
changes in patient conditions, and these consultations often result in early detec-
tion, referral, and treatment. In addition to helping to preserve the patient’s health,
early detection and treatment provides tremendous savings for the Medicare pro-
gram. For many of these patients, the pharmacist serves as a gatekeeper assisting
them and their caregivers in their health care management needs. Continued par-
ticipation of community retail pharmacies in serving Medicare patients should
therefore be an important consideration in the Medicare program.

RECOMMENDATIONS TO ENSURE BENEFICIARY ACCESS TO HIGH QUAL-
ITY PRODUCTS AND SERVICES IN THE MEDICARE DMEPOS PROGRAM

We raise the following concerns and offer our recommendations to help the Com-
mittee ensure that Medicare beneficiaries have access to high quality products and
services from their pharmacies. First, CMS’ requirement for DMEPOS supplier ac-
creditation creates significant administrative and financial burdens for pharmacies.
Congress should require CMS to exempt state-licensed pharmacies from this oner-
ous requirement. Second, expansion of the competitive acquisition program for
DMEPOS to include diabetic supplies sold at retail, or CMS’ plan to establish na-
tional or regional competitive bidding areas for mail-order diabetic testing supplies,
could limit participation by pharmacies and reduce diabetic patients’ access to life-
saving supplies and services. Thus, diabetic supplies sold at retail should not be
subject to the program and CMS should not expand the mail-order program to in-
clude these products. Third, we ask Congress to reject any cut and/or freeze to the
DME fee schedule update as an offset for a delay of the competitive bidding program
or as a pay-for for other initiatives under consideration. We are deeply troubled any
proposal to cut and/or freeze to the DME fee schedule as that will create significant
confusion, frustration, and access problems for Medicare beneficiaries and their
healthcare providers. Fourth, we urge Congress and CMS to monitor and review
beneficiary experiences and quality of products and services as it moves forward
with the competitive bidding program. Experiences from the first round will help
secure beneficiaries’ interest and enhance the program as CMS moves forward. Fi-
nally, we are very concerned that beneficiaries in the competitive bidding areas may
mistakenly believe that they are required to utilize a mail-order pharmacy to obtain
their diabetic products and services. Thus, we urge Congress to require that CMS
involve pharmacists and other providers in creating patient communication mate-
rials to ensure that beneficiaries are properly educated about the program.

State-licensed pharmacies should be exempt from the accreditation requirement.
The MMA requires DMEPOS suppliers to be accredited to sell covered items to
Medicare patients and to participate in the competitive bidding program.2 The goal
of this requirement is to reduce fraud, waste and abuse in the Medicare program.
While we agree with CMS on the importance of eliminating fraud, waste and abuse
from the Medicare program, we do not believe that requiring accreditation of state-

1HealthPolicy R&D, Medicare’s New Competitive Acquisition Program for Durable Medical
Equipment: Policy Considerations Involving Beneficiaries with Diabetes, Community-Based Re-
tail Pharmacies and Blood Glucose Monitoring, Washington, DC, January 2006.

2CMS has announced that all suppliers must be accredited by September 30, 2009 to main-
tain billing privileges under Medicare Part B. Those participating in the competitive bidding
program are required to be accredited even sooner.
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licensed pharmacies will accomplish this goal. CMS has at its disposal a variety of
tools to ensure provider integrity in the Medicare program, which CMS could pursue
instead of the onerous accreditation requirement. Accreditation of state-licensed
pharmacies is an unnecessary requirement that could threaten patients’ access to
DMEPOS supplies from their most accessible health care provider

We are concerned that requiring accreditation of pharmacies could result in reduc-
ing the number of pharmacies that are available to supply DMEPOS to Medicare
beneficiaries. The costs associated with the accreditation process, which can amount
to several thousand dollars and hundreds of man-hours for each pharmacy, creates
a tremendous financial barrier for pharmacies that provide DMEPOS items to their
patients. Pharmacies already struggle to minimize operational expenses to remain
competitive in the marketplace, and are skeptical of the accreditation process be-
cause even if they undergo the accreditation process, they have no guarantees that
they will ultimately be allowed to participate in the DMEPOS program. Combine
this requirement with the proposed reimbursement cuts in Medicaid and other state
programs and pharmacies are forced to closely examine their expenses.

Accreditation of state-licensed pharmacies is unnecessary due to the comprehen-
sive licensure requirements for pharmacies and pharmacists. Pharmacies are li-
censed by the board of pharmacy of their respective states to provide services to pa-
tients. As part of their licensing process, pharmacies submit to rigorous require-
ments for their operations and compliance with Federal and state laws. Further,
state pharmacy laws mandate that each pharmacy have a designated pharmacist
who is responsible and accountable for the operation of that pharmacy in compliance
with appropriate laws and regulation. Today’s pharmacists are highly educated, li-
censed experts in the use of medications and medical devices who advise patients
and health care providers. These pharmacists are ideally situated to provide Medi-
care patients using diabetic supplies and other DME items with appropriate coun-
seling and information on the proper use of these items. These qualifications clearly
distirllguish pharmacies and pharmacists from other unlicensed and unregulated
suppliers.

While we believe that accreditation should not be required of pharmacies, we un-
derstand the mandate on CMS to implement the accreditation requirement under
Medicare Prescription Drug, Improvement and Modernization Act (MMA) of 2003.
Nevertheless, CMS’ recent implementation of the accreditation requirement through
different deadline dates for suppliers with less than 25 locations has resulted in in-
equitable and unfair treatment of smaller suppliers. On December 19, 2007, CMS
announced that existing DMEPOS suppliers enrolled in the Medicare program must
obtain and submit an approved accreditation to the National Supplier Clearinghouse
(NSC) by September 30, 2009. New DMEPOS suppliers who are enrolled for the
first time before March 1, 2008 must obtain and submit an approved accreditation
to the NSC by January 1, 2009. However, new DMEPOS suppliers with less than
25 locations submitting an enrollment application to the NSC on or after March 1,
2?08 are required to be accredited prior to submitting their Medicare enrollment ap-
plication.

The accelerated accreditation requirement for existing chain suppliers with less
than 25 locations that open new stores on or after March 1, 2008 is arbitrary and
unfair. The tiered accreditation deadline based on number of locations creates dif-
ferential treatment for suppliers. Because CMS has conditioned the Medicare sup-
plier numbers for new locations of an existing supplier on accreditation of the entire
chain, the accelerated accreditation deadline also creates a back-log for accrediting
organizations. Although CMS provided additional time, until September 30, 2009,
for new and existing locations of chain suppliers that have 25 or more enrolled loca-
tions to become accredited, CMS retained the unfair tiered approach for suppliers
that do not meet the 25 location threshold. While we appreciate the extension pro-
vided to suppliers with 25 or more locations, CMS should treat all existing chain
1suppliers with the same degree of fairness and create a single accreditation dead-
ine.

Recommendation: To reduce the difficulties posed by the accreditation require-
ment on pharmacy providers and to ensure patients’ continued access to DMEPOS
items, we urge Congress to specifically exempt state-licensed pharmacies from the
accreditation requirement. We also urge Congress to ensure careful oversight of
CMS’ administration of this and other elements of the DMEPOS program to ensure
fair treatment of small providers.

Congress should not allow CMS to expand the competitive bidding program to in-
clude diabetic supplies sold at retail or to create national or regional competitive
bidding areas for mail-order diabetic supplies.

The DMEPOS competitive bidding program was mandated by the MMA. The pro-
gram is currently limited to 10 metropolitan statistical areas (MSAs) during the ini-
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tial round and includes bidding for ten categories of medical equipment and sup-
plies. CMS has also recently announced the second round of the program, which ex-
pands the program to an additional 70 MSAs. While CMS has excluded diabetic sup-
plies sold at retail from both rounds of competitive bidding, we urge Congress to
require CMS to continue this exemption in the future.

Currently, Medicare beneficiaries can obtain their diabetic glucose monitors and
testing supplies from any retail pharmacy that participates in the Medicare pro-
gram, allowing beneficiaries to obtain all of their covered equipment, supplies, and
prescription drugs for managing their diabetes from the same qualified pharmacist.
As mentioned earlier, the majority of older diabetic patients rely on their retail
pharmacies for their diabetic supplies. Evidence shows that pharmacist-based pro-
grams can result in clinically significant improvements in health outcomes for dia-
betic patients. Through programs such as the “Asheville Project,” the pharmacy set-
ting has been shown to provide a successful platform for initiatives to improve ad-
herence to testing and treatment regimens for patients with diabetes.? Other pri-
vate and public health care programs have also placed the pharmacist in a central
role in the management of diabetes and other chronic diseases. It would be ill-ad-
vised to risk disrupting these pharmacist-patient relationships while further experi-
ence is being gained in the effectiveness of community-based pharmacies in pro-
moting adherence to blood glucose treatment and monitoring regimens.

Unlike other DME supplies, CMS did not evaluate the effects of competitive bid-
ding of diabetic supplies during the competitive bidding demonstration projects.
Thus, expansion of the competitive bidding program to diabetic supplies sold at re-
tail pharmacies will create significant confusion and frustration to diabetic patients
and their providers. At a time when Medicare is attempting to move away from
fragmented care, competitive bidding is likely to interfere with patient access and
could adversely affect diabetes management.

Further, the study conducted by HealthPolicy R&D examined issues related to
competitive bidding of diabetic products and associated services under Medicare
Part B and noted the following:

¢ Costs to the Medicare program will increase if access to the full range of moni-
toring options is lost or if the frequent in-person counseling by retail phar-
macists 1s disrupted.

¢ The complexity of using glucose monitors, particularly for an elderly beneficiary,
is a major concern. Pharmacists play an important role in helping beneficiaries
select the optimal monitors and in the correct use of such monitors, both in
terms of initial instruction and subsequent reinforcement of that instruction
over time. Much of the professional support originates from the ongoing rela-
tionship between beneficiaries and pharmacists.

¢ CMS excluded blood glucose monitors and supplies from the DME competitive
bidding demonstration project, due, in part, to concerns regarding the com-
plexity of matching glucose monitors with the appropriate testing supplies.

¢ The competitive bidding program could operate contrary to Medicare’s current
and future initiatives that are designed to promote adherence to blood glucose
regimens and reduce overall costs in managing diabetes.

Although CMS excluded diabetic supplies sold at retail from the first and second
rounds of competitive bidding and diabetic supplies sold anywhere from the second
round, CMS continues to maintain that it will soon create a national or regional
mail-order program for diabetic supplies.

CMS’ decision to expand the mail-order program for diabetic products would not
be supported by any evidence that mail-order program would ensure quality prod-
ucts and services or guarantees as to patients’ access to life-saving diabetic prod-
ucts. As CMS’ primary motivation appears to be financial savings, it is quite likely
that a winning mail-order supplier may limit access to high quality products and
eliminate patients’ choice in their diabetes care in order to cover reduced reimburse-
ment under the mail-order competitive bidding program.

Further, CMS has not engaged in any study or evaluation of the impact of a mail-
order diabetes program on patients’ health outcomes and overall increase in cost to
the Medicare program from patients’ failure to abide to their prescribed testing regi-
men. As mentioned earlier, proper match between diabetic test strips and monitor
is critical to optimal diabetes management. If patients are unable to access proper
diabetes test products or find it difficult to manage their diabetes with low-quality
products, they are much more likely to stray from proper testing regimen or stop

3Pharmacy Times, The Ashville Project: A Special Report (October, 1998), available at http:/
www.pharmacytimes.com/files/articlefiles/TheAshevilleProject.pdf (last accessed May 12, 2008).
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testing entirely. These behaviors are likely in a program that denies access to retail
pharmacies and could harm patients and increase Medicare spending.

Like many other chronic diseases, diabetes has a disproportionate impact on mi-
nority and low income patients. These populations are less likely to be able to navi-
gate a competitively bid mail-order market for their diabetes products. As retail
pharmacies and providers are selectively forced out of diabetic supplies business
through the expansion of the mail-order program, minority and low income popu-
lations will find it increasingly difficult to access these products. Expansion of the
mail-order program will effectively compel these vulnerable populations to go with-
out proper diabetes management.

As previously stated, the majority of older patients prefer to obtain DME supplies
for conditions such as diabetes from their local pharmacist with whom they have
an ongoing relationship. The presence of a licensed pharmacist at their community
retail pharmacy gives patients the opportunity to discuss the best glucose test mon-
itors for their individual needs and the proper matching of the test strips to the glu-
cose test monitors. This individualized attention is critical to helping increase pa-
tient compliance with therapy regimen and improving health outcomes for diabetic
patients. The benefit of such interaction should not be taken lightly as it provides
a valuable patient care forum for early awareness and treatment of diseases, and
translates into substantial savings for the Medicare program. Expansion of the mail-
order diabetes program will make it more difficult for Medicare patients to gain ac-
cess to the community pharmacist they trust creating a likelihood for
miscommunications and misunderstandings and eroding the benefits of the phar-
macist-patient relationship that has been proven to improve health outcomes and
reduce overall health care spending.

Congress should reject proposals to cut and/or freeze the DME fee schedule.

Despite inflation and increased costs in providing DME services, some have pro-
posed that the DME fee schedule be cut or the fee updates remain frozen as an off-
set for a delay of the competitive bidding program or as a pay-for for other initia-
tives under consideration. Foremost, Congress should recognize that DME fee sched-
ules have not been updated to reflect the true cost of providing these products and
services. We urge Congress to evaluate the administrative costs incurred by pro-
viders in the DMEPOS program and require the update of these schedules accord-
ingly. Absent meaningful reforms, a delay of the program funded through cuts to
providers will harm Medicare beneficiaries and small businesses.

CMS excluded diabetic products sold at retail pharmacies from the first two
rounds of the Medicare competitive bidding program in part because of the unique
nature of this disease and the potential harm to beneficiaries. Management of diabe-
tes requires very careful monitoring of blood glucose and pharmacists serve in a
team comprising of doctors, patients and diabetes educators to help patients prop-
erly manage the disease. Medicare beneficiaries understand that interaction with a
pharmacist is critical in proper diabetes management, and therefore a vast majority
of beneficiaries rely on their community pharmacies for their diabetic products and
services. Therefore, we urge Congress to preserve these relationships by ensuring
patients have access to their local pharmacies and reject any proposal that would
cut and/or freeze DME fee schedule updates.

CMS should monitor and review beneficiary experiences and quality of products
and services.

NACDS is concerned that CMS’ focus on reducing costs of the DMEPOS program
may force many suppliers to substitute lower quality products and services to cover
reduced reimbursement under the competitive bidding model. We urge Congress to
require that CMS evaluate experiences from the implementation of the first round
of the program as it moves forward. In particular, CMS should carefully monitor
and evaluate whether contract suppliers are able to satisfy demand. CMS should
also be required to evaluate the impact of the program on beneficiaries’ access to
high quality products and services. All results from CMS’ evaluation or surveys
should be made available to the public.

We also urge Congress to require the Government Accountability Office (GAO) to
conduct a thorough analysis of beneficiary experiences in the program. These anal-
yses should include, among other things, impact on health outcomes and increased
costs to the Medicare program from missed therapies due to beneficiaries’ inability
to access products or navigate a competitive bidding program. We believe that a
thorough analysis of round one is necessary in advance of implementing further
rounds of the program.

CMS should involve pharmacists and other providers in drafting patient commu-
nication materials.

With less than two months remaining before first round mail-order diabetic sup-
plies contracts go into effect in the 10 MSAs, CMS has yet to embark upon an effec-
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tive patient outreach program. As the first round becomes effective on July 1, 2008,
patients are likely to be confused about where they can obtain their DMEPOS prod-
ucts and services.

In particular, diabetic patients in the 10 MSAs may mistakenly believe that they
are required to utilize a mail-order facility for their diabetic supplies. CMS should
be required to clearly state on any beneficiary communication material that patients
in the 10 MSAs may continue to utilize their local pharmacies for their diabetic test
supplies. As mentioned earlier, interaction with licensed pharmacists at retail phar-
macies provides benefits that are not achievable when patients receive their diabetic
products through mail-order. Congress should require CMS to work with phar-
macists and other healthcare providers in developing proper communication mate-
rials to ensure that patients are not steered away from retail pharmacies, depriving
them of professional counseling of their pharmacists.

CONCLUSION

NACDS appreciates the opportunity to work with Congress to ensure that our
seniors have access to the best healthcare products and services. We thank you for
this opportunity.

Statement of National Coalition for Assistive and Rehab Technology

The National Coalition for Assistive and Rehab Technology (NCART) appreciates
the opportunity to submit the following written comments regarding Medicare’s Du-
rable Medical Equipment, Prosthetics, Orthotics, and Suppliers (DMEPOS) Competi-
tive Bidding Program. NCART is a coalition of suppliers and manufacturers of as-
sistive and rehab technologies. The coalition’s mission is to ensure proper and ap-
propriate access to rehab and assistive technologies, which CMS classifies under du-
rable medical equipment (DME). We sincerely appreciate the consideration of the
committee and its concerns regarding the implementation of the competitive bidding
program.

Throughout the planning through today we have been advocating for the exemp-
tion of complex rehab products from Competitive Bidding. Complex rehab products
are medically necessary adaptive seating, positioning, and mobility devices that are
evaluated, fitted, configured, adjusted, or programmed to meet the specific and
unique needs of an individual with a primary diagnosis resulting from injury or
trauma or which is neuromuscular in nature. A good example of these products is
the type of power wheelchair and seating system used by the late Christopher Reeve
These represent a very small subset of the Medicare expenditures yet have a major
impact on Medicare beneficiaries who are severely disabled.

The Program Advisory and Oversight Committee (PAOC) advised CMS to exempt
complex rehab from competitive bidding due to the fact that none of the demonstra-
tion projects included customized items. Because of this, CMS lacked the necessary
knowledge regarding the impact to consumers. In addition, the PAOC believed that
competitively bidding complex rehab devices would produce insufficient savings and
would negatively impact the clinical outcomes of beneficiaries. NCART as well as
clinical groups and consumer advocacy groups have advised CMS that complex
rehab technologies are not appropriate for competitive bidding and our position on
this has not wavered. However, this advice was generally ignored and many items
classified as complex rehab are included in Round 1. Many groups involved in pro-
tecting access to this technology for Medicare beneficiaries with disabilities are in-
volved in on-going efforts to exempt these items from the competitive bidding pro-
gram.

The exemption of complex rehab has a solid base of support. Major disability ad-
vocacy groups have held meetings with Congress and provided written support.
These include the Muscular Dystrophy Association, the ALS Association, and the
National Council for Independent Living. In addition, legislation has been intro-
duced in the House and the Senate to provide for this exemption, H.R. 2231 and
S. 2931.

Complex Rehab Should be Exempt

There are a variety of essential reasons that complex rehab technology should be
exempt from the competitive bidding program:

The original Legislation specifically exempted custom orthotic devices because
they require individual evaluation and fitting. The items falling under complex
rehab meet this same definition and we believe Congress did not intend that these
types of items be included.
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Moreover, these items are a very small subset of the Medicare DME expenditure,
for example less than 10% of the total dollar spent for power mobility, yet they are
critically necessary for those Medicare beneficiaries with diagnoses such as spinal
cord injury, traumatic brain injury, cerebral palsy, muscular dystrophy, spinal mus-
cular atrophy, spina bifida, amyotrophic lateral sclerosis, and multiple sclerosis.

Decreased access to individually prescribed devices will lead to poor clinical out-
comes—This level of customization does not lend itself to competitive bidding. Cur-
rent HCPCS codes do not adequately define or distinguish technologies. Devices that
vary in intended use, clinical application, technology and price are amalgamated
into single HCPCS codes with a single payment amount. In many cases the current
Medicare fee schedule does not allow access to the full range of technologies within
a code; the reduced single payment amount will further block access to critical tech-
nologies. Items within a single HCPCS code are not interchangeable and therefore
will not meet the identified medical needs of the Medicare beneficiary. Complex
rehab devices are individually fit, measured, adjusted, programmed and otherwise
modified to meet the specific needs of an individual.

Insufficient savings—Complex power mobility is an extremely small portion of
power mobility utilization, less than 10 percent of the power mobility benefit, ac-
cording to a CMS contractor. Furthermore, an analysis completed by The Moran
Company estimated exempting complex rehab from competitive bidding would only
reduce savings by $46 Million over five (5) years.

Implementation Issues Providing Further Evidence of the Need to Exempt
Complex Rehab from the Competitive Bidding Program:

Inexperienced suppliers are allowed to bid—Suppliers that were accredited prior
to the release of the Quality Standards are considered to be accredited and compli-
ant with the quality standards even though the criterion used to survey these sup-
pliers at the time does not meet the current standards. As a result, inexperienced
suppliers, suppliers who have never provided complex technology and who do not
employ knowledgeable or credentialed staff are being allowed to contract under com-
petitive bidding. This will impact the clinical outcome of Medicare beneficiaries. In
addition, these suppliers do not have the needed knowledge of the HCPCS codes and
the range of technology represented by the codes to submit a reasonable bid.

Suppliers are not required to have a physical location—The cumulative effect of
Medicare policy and regulation is that suppliers are not required to have a physical
location in a service area or CBA, they are not required to have a technical support
staff or credentialed rehab technology supplier on their direct payroll. The ability
to gain market share with no direct costs; the ability to only incur cost associated
with the provision of a product certainly allows suppliers to reduce their over-head
and therefore submit a lower bid price. However, the impact to individuals with se-
vere disabilities will be reduced local presence and reduced access to the critical
services associated with complex rehab technologies.

Supplier’s express two basic reasons for bidding in an area they do not currently
have a presence:

¢ The opportunity to move into a new market and rapidly gain market share.
With current market leaders potentially eliminated combined with the manda-
tory requirement for beneficiaries to receive product from contracted suppliers,
there is a strong opportunity to gain market share with no financial investment.
However, these suppliers lack an understanding of the market and the cost to
properly service the market.

¢ Opportunity to “practice” the bid process. This allows suppliers to be prepared
to submit a bid in subsequent bidding rounds. These bids offered an opportunity
for these bidders to understand the bid evaluation and to understand how to
improve the chance of winning contracts in their market. They did not have to
worry about the impact of their bid amount on the ultimate payment.

Suppliers are not required to provide service and repair—Because contract sup-
pliers knew they would not be required to service and repair the devices on which
they bid, they had an incentive to lower the bid on these parts to strengthen their
overall bid. However, the bid did establish the single payment amount that will
apply to all suppliers. Noncontract suppliers will be unable to ensure ongoing access
to service and repairs because the contracted bid price is too low.

Claimed Savings is Erroneous
¢ CMS used 2005 utilization data to establish item weighting—This did not allow
a distinction between standard and complex power mobility bases and did not
identify accessory utilization by category. As a result, substantial errors were
made in the savings calculation:
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* 2006 coverage and coding changes established a “Basic Equipment Package”—
revised code-set and coverage policies were implemented in November 2006. The
coding changes also added a “Basic Equipment Package”. This package contains
many items which had been highly utilized with standard power mobility. This
package is included in the base fee schedule for the power wheelchair and the
items are no longer separately billable. As a result, there are no additional sav-
in{i;s for these items; therefore, they should not be included in the savings cal-
culation.

¢ Rarely used or non-covered items included in savings calculation—CMS was not
able to distinguish accessory use by category (standard v complex rehab). As a
result accessories were included in the complex rehab category bid which are
not billed with these complex bases. An example is Ul batteries, with an item
weighting of 0.128529214, were included in the complex rehab bid. These bat-
teries are not used in complex rehab power mobility bases due to the fact that
they do not provide enough power to meet the performance requirements of the
code-set. These smaller batteries are routinely utilized in the smaller bases
characteristic of standard power mobility. This item and others like it should
not be included in the calculation of savings.

Conclusion

It is critical that complex rehab devices be exempted. The strong support of the
disability groups such as the Muscular Dystrophy Association, the ALS Association
and the National Council for Independent Living.provide solid evidence that Medi-
care beneficiaries are very concerned about the negative impact that is sure to come.
The legislation introduced in Congress will provide for this relief and protection for
the Medicare beneficiaries with the most severe disabilities. We urge members of
the Committee and all members of congress to support the passage of HR 2231 and
S 2931 at the first opportunity.

Statement of National Competitive Bidding

National Competitive Bidding is a way for the Centers for Medicare and Medicaid
Services (CMS) to reduce the number of providers who will be able to deliver and
bill for services which are patient preferred and provided in the home setting.

CMS uses Fraud and Abuse as the initiative for reducing the number of providers.
What is wrong with this? Let us ask you to have CMS address the following issues:

¢ First and foremost over the last 15 years HCFA and now CMS has implemented
more stringent requirements to become a provider of durable medical equip-
ment. One needs to ask; if there is fraud and abuse who is overseeing the CMS
contractors who implement the requirements?

¢ CMS has the authority to reduce prices through inherent reasonableness. Why
reduce the number of providers at an expense yet to be determined to imple-
ment this program?

¢ Services of Durable Medical Equipment Providers are not reimbursed, but they
are provided. In order to continue those services providers must do business lo-
cally. The Competitive Bidding Program has few providers in a large geographic
area and although the winners are permitted to subcontract, who will oversee
the quality of services delivered? The contracted provider must guarantee qual-
ity. If CMS cannot control their own perceived fraud and abuse now, how will
they oversee multi-tiered services?

e Accreditation is mandatory at an expense to the provider. In essence CMS has
implemented a program where someone will see to it that standards are met,
at the provider’s expense. Most providers were voluntarily accredited for years
and those who are scrambling to do it now are providing minimum services.
Many will no longer participate in the program leaving the beneficiary with lim-
ited choice. Has that been considered?

¢ Gasoline prices were not what they are today when the initial bids were sub-
mitted. This will certainly impact the service component that is not reimbursed,
who will oversee that deliveries are coordinated and timely?

¢ CMS pronounces that Beneficiaries will save since their co-pay will also be re-
duced when reimbursement is reduced. The majority of Beneficiaries have sup-
plemental insurance or Medicaid. It is those on the border of being eligible for
Medicaid with an out of pocket expense. Will CMS, or Congress ask those sup-
plemental carriers to reduce their premiums, because it is they who benefit
from a reduction in co-pay amounts? The beneficiary saves nothing.
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¢ Limiting the number of providers just limits the beneficiary’s access to local
services. Many are accustomed to going to the provider of their choice and have
developed a relationship with them. Has that been considered?

¢ Competitive Bidding could and will result in the beneficiary receiving services
from multiple providers. How will they cope with all of that? Did anyone con-
sider that?

* Referral sources handling the continuum of care in the home will have to juggle
n}llulgiple calls to multiple providers to coordinate this care. Did anyone consider
that?

While the savings that CMS anticipates are not guaranteed and are speculative
at best; services to beneficiaries will be negatively impacted. There is no doubt that
will happen. The beneficiary is not considered at all in this obsession to reduce costs
at the expense of the providers that are relied upon by many. This is especially true
when CMS could reduce reimbursement without the added cost of overseeing yet an-
other contractor and this program.

If the winning provider fails, what does the beneficiary do then? By the time CMS
finds out there is a problem you can be guaranteed there will not be another pro-
vider so eager take over, if there is one available at all.

New Jersey is listed in two MSAs in Round Two, but we have yet to receive the
area of the state. Is it northern NJ, or all of NJ? The CMS Contractor states they
do not have the information. Will a provider be expected to deliver services from
Montauk Point, NY to Cape May, NJ? Or is it Allentown, PA to Camden, NJ? We
are listed with PA locations and NY locations. How could this crucial information
not be available?

With the questions that remain unanswered, we believe that the Congressional
Oversight Committee should ask specific questions of CMS detailing its own over-
sight of their own contractors. Ask yourself if there is fraud and abuse, who pays
the claim, who does an on-sight inspection of the provider’s location, who writes the
rules and policies, how does CMS measure the quality of service these contractors
provide? Maybe we should start there before we reduce reimbursement, access and
the quality of care beneficiaries currently require to remain in their homes. The al-
ternative is institutional care, at a far greater cost to the program, the patient’s
family, and ultimately the beneficiary that CMS tells us they are protecting. This
is a systematic dismantling of the program under the guise of reducing fraud and
abuse and achieving costs savings.

Statement of National Home Oxygen Patients Association

The National Home Oxygen Patients Association (NHOPA) welcomes the oppor-
tunity to comment on competitive bidding as it affects our members, users of home
oxygen therapy.

Our comments focus on what we have seen so far as implemented by the Centers
for Medicare and Medicaid Services (CMS), what we have not seen, and what we
anticipate will occur July 1st and thereafter based on competitive bidding for home
oxygen therapy.

First and foremost, we must strongly emphasize that bidding for oxygen and re-
lated services is, by definition, a flawed process because the current payment meth-
odology for home oxygen is seriously flawed. Competitive bidding for oxygen will
likely exacerbate the situation, not improve it. Under current statute, payment for
new technologies such as lightweight liquid systems, portable oxygen concentrators,
and transfilling systems is based on the pricing for stationary concentrators. Simply
stated, the statute that ties the payment of devices that today cost approximately
$2500-$3500 to devices that cost $450 is irreparably flawed. Access to these light-
weight technologies is critical to the oxygen user population, and any effort to re-
duce payment for these devices will unquestionably put a greater strain on access
to these technologies.

For example, in non competitive bidding areas, stationary concentrators trigger a
$199 payment, with an “add-on” of either %31 or $51 for the newer technologies. The
former costs a supplier around $450, while the latter costs $2500-$3500. The very
appropriate downward pressure on payment for stationary concentrators has the un-
fortunate effect of reducing payment for other devices, making access to them even
more problematic.

Secondly, we were quite chagrined by CMS’ claim at the public hearing on May
6th indicating that its advisory committee, the PAOC, served as an important liai-
son for input from the consumer community. Oxygen is far and away the largest
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single component of the durable medical equipment benefit, yet CMS did not include
either an oxygen user or a pulmonary physician as part of its advisory board. Our
views have, bluntly, been ignored by CMS.

Additionally, in 2007 we were approached by CMS contractor Abt Associates to
assist in the development of a questionnaire/survey instrument to help assess the
impact of competitive bidding, yet Abt ended that process before completion. It is
very difficult to believe that there will be an accurate and appropriate assessment
of competitive bidding unless there is an accurate picture of access and quality
prior to competitive bidding in the 10 MSAs where competitive bidding is slated
to begin July 1st, 2008. Simply, one cannot assess impact unless one has a fair pic-
ture of the provision of oxygen and related services prior to July 1st.

With competitive bidding less than 8 weeks away, to our knowledge there has
been no direct outreach to oxygen users in any affected MSA. If we understand the
program correctly, a beneficiary whose supplier is not a winning bidder and chooses
not to accept the winning bid under the “grandfather” provisions, will be required
to find a new supplier. That new supplier is unlikely to provide the identical oxygen
system, and we understand and appreciate that some educational information will
need to be provided regarding new stationary systems, new portable systems, and
new oxygen conserving devices. NHOPA has already begun that effort, but we see
no movement by CMS to educate beneficiaries.

The beneficiary who must find a new supplier will likely have a chaotic July 1st
as new equipment arrives and old equipment disappears. While a seamless process
is possible, we are not exactly confident that such a transition will occur. Once the
old supplier pulls his equipment from the home, unless the new equipment is
present and ready for use, there could be significant clinical risk.

In terms of replacement equipment by the new supplier, CMS’ own pilot study of
competitive bidding/oxygen usage in Polk County, FL and San Antonio, TX saw a
reduction of 30% in access to lightweight oxygen systems. CMS has never pursued
our concerns regarding that matter, and implementation of this program absent
such program changes will unquestionably trigger similar, dramatic access issues.
There is already some evidence that access to liquid oxygen systems in competitive
bidding areas may be problematic, and this is of major concern to NHOPA.

There has been important discussion within the oxygen community regarding a
slow down of Phase Two of competitive bidding. We believe that it 1s appropriate
to implement Phase Two once there has been a reasonable and accurate assessment
of the impact of Phase One of competitive bidding AND time for CMS to adjust the
program based upon that assessment. We find it hard to believe that such an as-
sessment could occur in time for a January 1, 2009 commencement date. We also
believe that there are ways to achieve ample savings within the Medicare home oxy-
gen therapy benefit that would, in the aggregate, save Medicare, and the Congress/
taxpayers, millions. By establishment of a payment system that bases payment on
a patient’s clinical need as determined by the prescribing physician rather than the
supplier, and basing those payments to align on the cost associated with acquisition,
delivery, etc., significant savings could be achieved. It would take, however, aggres-
sive action by the Congress to implement such changes.

———

Statement of Pennsylvania Association of Medical Suppliers,
Mechanicsburg, PA 17050

Introduction

The Pennsylvania Association of Medical Suppliers (PAMS) is America’s oldest
state advocacy organization representing the interests of home medical equipment
(HME) providers. Our membership is comprised of companies that are overwhelm-
ingly small and independently owned. Our members are in the business of helping
people with serious health conditions live comfortable lives in their own homes. In
doing this, our members help the health system save substantial dollars.

We are able to introduce savings to an ever-more-expensive health system because
homecare is a low-cost alternative to some of the most expensive forms of health
care, such as long-term care and hospitalization.

Homecare is Cost Effective

In Pennsylvania alone, the cost to the state’s Medical Assistance (Medicaid) sys-
tem to place a single individual in a long-term care facility runs an average of about
$56,000 per year. In comparison, it costs about $23,000 per year to give that person
the same level of care in their own homes.
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But the savings potential from HME providers doesn’t end as an alternative to
long-term care facilities. People with long-term respiratory problems, such as COPD,
can receive home treatment for an entire year for less than the cost of a single day’s
visit to the hospital. That’s an average of about $6.65 per day for in-home oxygen
care vs. a national average in excess of $4,600 per day for a hospital stay. Our home
infusion therapy providers offer a variety of life-sustaining intravenous medications,
including chemotherapy, which are far more cost-effective than the alternatives of
in-patient or out-patient treatments. The average cost per day of home therapy was
$122, compared to $798 in the hospital and $541 in a skilled nursing facility setting.

PAMS would respectfully urge you to remember these numbers as Congress
searches for ways to find savings in the Medicare and Medicaid systems. Our indus-
try, in conjunction with home healthcare professionals, can provide individual, in-
home care for roughly 40 percent of the cost of long-term institutionalization. We
challenge you to find another healthcare sector that is capable of making a similar
claim. And who wouldn’t want to remain in their own home given the choice?
Competitive Bidding

The National Competitive Bidding (NCB) program for Durable Medical Equip-
ment, Prosthetics, Orthotics and Supplies (DMEPOS) as designed by CMS is a fa-
tally flawed and highly unusual version of government competitive bidding pro-
grams. It is a program that has managed to disqualify more than six out of ten bid-
ders for technical reasons not related to pricing. The fact that these hearings are
even necessary should serve as fair warning that CMS managed to do something
terribly wrong to an exercise that is commonplace at virtually every level of govern-
ment.

We all know that competitive bidding is normally a simple, straight-forward and
cost effective process. It is utilized by local governments to ensure that trash is col-
lected reliably and at the lowest cost possible. It is used by state governments for
cost-effective highway construction and maintenance projects. Our nation’s military
preparedness is largely dependent on a series of defense contracts supplying every-
thing from meals and boots to fighter jets and aircraft carriers.

Why is it that these government-run competitive bidding projects seem to work
flawlessly and yet the CMS DMEPOS competitive bidding program has been subject
to problems, complaints and criticisms since its inception?

The problems with the CMS bidding process are numerous, but we can point to
three major problems that differentiate it from successful competitive bidding pro-
grams and form the foundation for our claim that the program is fundamentally
flawed—that is, that the program is incapable of operating successfully and that it
will jeopardize patient care if not delayed immediately and thoroughly overhauled.

The three major problems that create the fundamental flaws in the CMS bidding
process are as follows:

¢ It is anti-competitive;
¢ It misunderstands the nature of successful bidding programs; and
¢ It is conducted at the retail level.

It is anti-competitive.

The first major flaw with the CMS bidding process is that it was designed to
eliminate competition rather than promote it. In the Pittsburgh MSA, for example,
CMS reported the presence of 289 DME providers. In Round One, CMS reported
that it offered contracts to 52 bidders. This means that 82 percent of the competitors
in this market have been frozen out of competing for Medicare business. More im-
portantly, it means that Medicare beneficiaries have lost eight out of ten choices for
ﬁndéi{ng the best and most convenient DME suppliers to serve their in-home medical
needs.

Eliminating community-based competition on an order of this magnitude makes
very little sense. Policy makers like the idea of competitive bidding because experi-
ence has taught us that competition is a good thing—especially for consumers. But
how can we call a program “competitive” when one of its chief purposes is to elimi-
nate competitors from the marketplace?

According to the report The Impact of Competitive Bidding on the Market for
DME (copy attached) by Robert Morris University economics professors Brian
O’Roark, PhD and Stephen Foreman, PhD, JD, MPA, “interference with competitive
markets inevitably leads to higher, not lower, prices. Indeed, the customer base for
medical equipment and supplies is expected to grow dramatically during the next
20 years. Artificially restricting the market now will lead to substantial market fail-
ure in 10 to 20 years.”

Drs. O’'Roark and Foreman note that there are many reasons why competition is
desirable to consumers and the overall public welfare: “Prices tend to be lower and
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consumer options greater.” The study concludes that there may be “a short-run ad-
vantage to CMS if successful bidders are willing to cut price (or pay a premium)
to gain market power, and it may be easier to regulate fewer firms. However, in
the long-run, the bidding scheme will have traded a competitive market for a gov-
ernment-mandated concentrated market. As a result, we will have traded small,
short-run benefits for major, long-run problems—poor public policy indeed.”

The study further points out that the selective capture of such major, competitive
and established markets runs counter to the most fundamental standards of fair-
ness governing the normal operation of U.S. markets. “United States antitrust laws
promote and maintain competition in the marketplace. Artificial limits on competi-
tion are so serious that collusion to limit competition is a criminal offense and may
result in the award of treble damages.”

The CMS bidding program blatantly manipulates the market for DME, eliminates
a large number of well established and reputable DME providers, and further erects
an impenetrable barrier to new entries into the market. If privately owned compa-
nies were to attempt this level of market manipulation, it would be illegal because
it would be anti-competitive.

Real competition keeps prices low, gives consumers choices, and holds competitors
accountable for the quality of their products and services. Open markets and com-
petition deliver lower prices and better service. The current competitive market for
home medical equipment works well for consumers and patients and should not be
traded for a government-mandated scheme that compromises patient care.

It misunderstands the nature of successful bidding programs.

The CMS bidding process is radically different from successful government com-
petitive bidding programs in its incredibly broad scope. Normal competitive bidding
programs tend to deal with a single and well defined product or service. The
DMEPOS bidding program, by comparison, deals with hundreds of widely varying
products that were thrown together into a stew in order to arrive at what CMS re-
fers to as a “composite bid” price for each bid category.

In a peer-reviewed economic study that appeared in the January 2008 issue of
prestigious Southern Economic Journal (copy attached), researchers studying the
DMEPOS competitive bidding demonstration projects in Polk County, FL and San
Antonio, TX said that the CMS program design demonstrated “a fundamental mis-
understanding of auctions.” In other words, CMS doesn’t know how to run a com-
petitive bidding program (auction).

The study said that it is a “common misconception is that the desirable properties
of single-unit auctions extend to multi-unit auctions. However, recent theoretical
breakthroughs show that there are actually very few multi-unit auctions that pos-
sess the famous efficiency and revenue-generating properties of single-unit auctions.
In fact, the majority of multi-unit auctions are inefficient and can deliver vastly dif-
ferent expected outcomes.”

It should come as no surprise to the authors of the study that the CMS bidding
program for Round One experienced problems at virtually every level and at every
stage. The only thing that should surprise anyone at this point is CMS’s stubborn
insistence on pushing through such a thoroughly flawed and discredited program.
Even the so-called “successful” results invite serious skepticism from anyone famil-
iar with this industry. But CMS has not exhibited any curiosity as to how it is that
the smallest companies with lesser competitive advantages were able to outbid the
largest companies with superior competitive advantages and the greatest incentive
to capture market share by “purchasing the franchise” for the markets bid in the
form of artificially low prices. Although this result may have been an undesirable
outcome, it at least would have been an economically predictable and understand-
able outcome. The actual outcome of the DMEPOS bidding process was neither pre-
dictable nor understandable from an economic standpoint.

In addition to the complexities created by the “multiple units” that were put out
to bid in the CMS DEMPOS bidding program, bidders had very little guidance on
how many units were to be bid. It is standard operating procedure for such bids to
provide this basic detail so that bidders can determine optimal pricing.

When a local government bids trash collection, the number of households and the
square mileage of the municipality are known to bidders. When a state highway de-
partment bids a roadway construction project, the length of roadway, number of
lanes and materials to be used are known quantities. When the Defense Depart-
ment bids fighter jets, the design specifications and number of aircraft to be manu-
factured are known. Again, these are all examples of successful government bidding
programs.

By contrast, the CMS program, in addition to the “multiple units” problem, pro-
vided wide latitude on quality specifications and no direction on the number of units
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to be supplied. The latitude on quality standards creates an incentive to use low-
cost, foreign-made medical equipment from foreign manufacturers, such as China,
where quality control issues in other areas have been widely reported as problem-
atic. The lack of specificity on the number of units to be supplied created the unten-
able situation where vendors were left to literally guess at how many of any given
product they actually would be supplying if successful. The fact that anyone bid at
all is an indication of the extreme duress that the world’s largest purchaser of med-
ical equipment and supplies placed on the overwhelmingly small community-based
DME suppliers who populate this industry.

To make matters worse, CMS and its Competitive Bidding Implementation Con-
tractor (CBIC) created the impression that bids would be granted in intervals “not
to exceed 20 percent.” Most bidders and other industry observers assumed that con-
tracts were to be assigned to five or six providers in each product category. It came
as a surprise to most to learn that contract awards were offered to 20, 30 or more
bidders in different MSAs for different product categories. It is a very big difference
for a bidder to seek product pricing on the assumption that someone would be sup-
plying 20 percent of a market only to be offered five percent of that market. This
is a very significant flaw for a competitive bidding program.

The CMS bidding process was both unusual and unprecedented in its scope, sheer
size and complexity. This created confusion for most at virtually every stage of the
process.

It is conducted at the retail level.

Finally, it is highly unusual for a national product procurement process of this
magnitude to be conducted at the local retail level. Because of the enormous pur-
chasing power of the Federal Government, its competitive purchasing programs are
typically conducted among a relative handful of very large national competitors.

As has already been noted, retail providers of medical equipment and supplies are
overwhelmingly small, independently owned and locally operated. Such small retail-
ers do not control the costs of production or wholesale distribution. Our members
are at the very end of the distribution chain. They deliver these products and serv-
ices and make sure that patients are properly trained in the safe and proper use
of the equipment and further ensure that the equipment is properly maintained.
DME providers are in a very poor position to guarantee product pricing for three
years since they do not establish product pricing.

It is no more appropriate to ask local DME retailers to bid competitively for Medi-
care business than it would be to ask local physicians or dentists. Medicare bene-
ficiaries who utilize such medical equipment and supplies are typically elderly, dis-
abled or both. They look for DME providers who are competent, reliable and conven-
iently located—just as most would look for a physician. Eliminating conveniently lo-
cated providers, while simultaneously eliminating market pressures to provide qual-
ity care, is simply wrong-headed.

Federal bidding programs are normally structured to protect small business inter-
ests from both larger competitors and the massive purchasing power of the Federal
Government. CMS is quick to point out that 64 percent of its DMEPOS contract of-
fers went to small providers. This number is terribly misleading. A large percentage
of a small number of winning bidders simply covers up the fact that an even higher
percentage of the overwhelming majority of small retail operations serving commu-
nities and Medicare beneficiaries throughout the country are being placed at the
risk of financial failure as a result of this program. As already mentioned, 82 per-
cent of DME providers in the Pittsburgh MSA will be excluded from participating
in the Medicare program as a result of this program.

It is simply wrong for CMS to run roughshod over so many small businesses as
a matter of administrative ease—the only possible reason to seek to eliminate an
established and reliable network of retail providers of these important medical goods
and services. This is a network that came into existence because it provides ease
of access and quality care to Medicare beneficiaries, no different than the network
of local and independent physicians and dentists throughout the country.

Everyone understands the need to save money in the Medicare program. This is
an inappropriate and unworkable means toward that end.

Program Viability

Pennsylvania is home to the Pittsburgh CBA in Round One of NCB and the
Scranton/Wilkes-Barre and Allentown/Bethlehem/Easton CBAs in Round Two. As
such, PAMS is greatly concerned about the impact that the CMS bidding program

will have on our Medicare beneficiaries and the DME providers who serve their
medical needs.



139

At best, we believe that the program savings reported by CMS as a result of
Round One bidding are questionable. CMS, at the urging of the Small Business Ad-
ministration, once felt certain that it was necessary to carve out a guarantee that
30 percent of contract offers would go to smaller providers earning less than $3.5
million in gross annual sales. The assumption was clear: smaller providers could not
compete against the overwhelming advantages of the large national and regional
providers. No one disputed that assumption. Yet, somehow, the smallest suppliers
managed to not only survive the bidding process, but to substantially dominate it,
winning 64 percent of Round One contract offers according to CMS.

How did that happen? One theory holds that smaller suppliers were fearful that
larger suppliers had a competitive advantage in the bidding system and didn’t trust
CMS to recognize them as part of the program small business set-aside. The result
was that smaller suppliers felt compelled to remain viable by bidding at levels that
were unsustainable. This theory further assumes that bids from larger suppliers
would reflect more-accurate pricing and would serve as a moderating influence on
the final composite bid price.

What, in fact, is likely to have occurred based on the number of small suppliers
who “won” contracts, is that the small suppliers met the CMS capacity requirements
and larger supplier bids were not needed to meet unspecified capacity requirements.
The RMU study mentioned previously cited the potential for such unfortunate “fa-
vorable” outcomes. It is known in economic literature as the “winner’s curse.” In this
case, the so-called winner’s curse has led to pricing that is not likely to be sustain-
able over the longer term.

Industry observers are highly skeptical of the final bid awards and this Com-
mittee should be concerned about the viability of this important segment of the
Medicare program. According to Drs. O'Roark and Foreman, “Often the successful
bidder will have the low bid because it has made mistakes in estimating its future
costs at the time of bidding. In this case the firms that have won the bids have of-
fered to sell the products at inordinately low prices,” perhaps lower than affordable
or sustainable—especially in light of skyrocketing gas prices and current economic
conditions. Consider that gasoline prices have risen by more than 65 percent in the
nine months since bids were originally submitted to CMS in September of 2007.
Considering that home delivery is a critical component of this business, it should
stand to reason that something has to give.

Thus, “winning” firms must cut costs. “The most likely targets for cost reduc-
tions,” according to the RMU study, “are customer service and product quality. Such
reductions are made easier because the NCB program has reduced the number of
competitors in each market and each of those competitors will be facing the identical
cash flow problems. “Consumers will have few alternatives available, so poor service
is likely to become commonplace.”

In short, the service provided to Medicare beneficiaries will probably fall victim
to the proposed DME bidding scheme—as will future prices paid by CMS and the
public. This is simply the law of unintended consequences at work.

Moreover, the argument that the pricing levels established through bidding are
indicative of market pricing is misleading. The purchase of a commodity through an
online internet vendor, for example, is void of compliance with any healthcare insur-
ance or accreditation system. It is a cash commodity transaction without any regu-
latory obstacles and does not account for any service costs such as 24/7 on-call serv-
ice, facility overhead costs, credentialed personnel, or the significant costs associated
with billing Medicare. Therefore, it is inappropriate to make any comparison to the
internet pricing and Medicare allowables.

Also, as we have previously noted, lesser quality items, reduced and disrupted
services, access problems and beneficiary confusion will lead to additional program
costs in the form of hospitals stays, physician visits and an increase in 9—1-1 emer-
gency calls in the absence of the high quality, around-the-clock service provided by
most HME providers operating in the current competitive environment. None of
these factors has ever been identified by CMS in its presentation of savings that
can be achieved through bidding.

PAMS strongly urges this committee and this Congress to immediately impose a
significant delay the implementation of this program, which otherwise will be imple-
mented on July 1, 2008. The wide range of problems and questions about the pro-
gram must be independently evaluated, and an alternative process to determine
payment rates for home medical equipment must be explored.

Homecare is part of the solution for Medicare. It is not the problem.

——
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Statement of Robert Brant

To addresses and raise the specific issues of the hundreds of companies affected
by the turmoil of the bidding process, and to speak on behalf of the millions of pa-
tients whose care will be significantly negatively affected by the roll out of this proc-
ess, We formally request a representative of the Accredited Medical Equipment Pro-
viders of America, Inc. (AMEPA) speak at the Hearing HL—24.

This ongoing bid process was begun in 10 MSA and is slated to be rolled out
across the nation over the next two years. The initial process has been a fiasco,
there was a serious manipulation of applications’ rules after a majority of applica-
tions were submitted, REGLFEX policies (though required by Federal law) were re-
jected, and 63 percent of the applicants were erroneously disqualified with no ability
the appeal. Senators, Congressmen and senior legislative staff have identified these
problems as “gross negligence” by the Center for Medicare and Medicare Services
(CMS). The results of which will be a limiting of access by patients to much needed
care, unqualified companies will be providing incomplete services and major metro-
politan areas will be grossly underserved during times of emergency. In addition
17,000 to 21,000 gainfully employed Americans will lose their jobs.

AMEPA is an organization founded by medical equipment providers affected in
the initial 10 MSA’s and is now gaining strength in the next 70 MSA’s soon to be
subject to this flawed process. We are working with 100’s of providers who were dis-
qualified erroneously or have failed to win a bid due to the poor implementation of
the program by the Competitive Bidding Implementation Contractor, Palmetto GBA,
LLC. They have joined AMEPA in the hope to communicate with Congress on this
issue.

We have included two attachments; the information below is related to them and
to new developments regarding the competitive bidding process. Please review:

e A provider from Texas, applied for and won the Oxygen Category in 9 out of
the 10 Metropolitan Statistical Areas (MSA’s). This bid winner has never pro-
vided the item before outside of their own area. According to Florida State
records, the company is not licensed by Florida’s Agency for Healthcare Admin-
istration as a Home Medical Equipment Provider. The bid winner does not have
a License to deliver Oxygen from the State’s Department of Health either. They
are not licensed.

¢ The first line in the Rules For Bid (RFB) states that “All suppliers must—meet
any local or state licensure requirements, if any, for the item being bid”. Clearly
this bid winner did not meet the requirements for the bid he won in Miami and
Orlando. We believe that it was not the intent of Congress to allow something
like this to happen.

¢ According to the Rules For Bid (RFB) companies were required to prove that
they could cover the complete geographical area of the MSA prior to bidding.
The attachment proves this Bid Winner did not have any subcontract agree-
ments in place before they bid, as they are currently attempting to find existing
providers to do their work.

¢ This bid winner and other out of state bid winners should clearly not have won
the bid for oxygen and CPAP. Their bid should have been disqualified for not
meeting proper licensure requirements. If their bid was properly disqualified,
their bid price would have been removed from the Composite Bid, and all pric-
ing would be affected, and other bid losers should take their place.

¢ Another attachment is from a bid winner in Miami and Orlando. This winner
has changed their policy and as of April 1, 2008 (not July 1, 2008) they are re-
fusing to deliver a commode or other bath safety products unless the order ac-
companies Oxygen or another rented item. Providers currently compete in the
market by providing equipment at a low margin in order to keep the referral
source happy. Now the bid winner does not have to compete for business and
is refusing to provide these Medicare covered items which are not subject to the
bid as they are considered inexpensive. If the Bid winner will not provide these
bath safety products then who will provide them?

e This proves that the program will limit the patient’s access to care. If the pa-
tient cannot get their prescribed medically necessary equipment from a bid win-
ner they are unlikely able to get the equipment else where as the typical Medi-
care patient that needs a commode cannot travel to a store to purchase a 24
inch by 24 inch by 24 inch item on their own. It also typically does not fit in
a standard compact or mid-size automobile. This patient will most likely not
pay for the equipment to be delivered for an additional fee. The patient may
likely not get the prescribed equipment at all. It is conceivable that this patient
may have a home fall due to the lack of proper equipment, placing extra costs
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and utilization in Medicare Part A programs such as Hospital, rehab and or fu-
ture Home Health nursing.

« This also brings into question the ability to discharge the patient from the hos-
pital in a timely manner. As liability issues often do not allow for the patient
to be discharged without the proper home medical equipment in place. This will
also create increased costs and utilization for Medicare Part A. The program
may save money in Medicare Part B but again will substantially increase costs
for Medicare Part A.

There are many specific issues related to the process of bidding and the expected
results of once this process is in full effect. Therefore we again we request the op-
portunity to have a representative discuss these and other findings that AMEPA
has discovered at the hearing.

Statement of Robert Brant

The issue at hand is the Competitive Bidding for Durable Medical Equipment,
Orthotics, Prosthetics and Supplies. We have over 100 members that feel that they
have been disqualified erroneously or have failed to win a bid due to the poor imple-
mentation of the program by the Competitive Bidding Implementation Contractor,
Palmetto GBA, LLC.

There have been several problems with this new bidding process; from manipula-
tion of application rules, the rejection of standard REGFLEX policies as required by
law and the erroneous disqualification of 63% of the applicants with no ability to
appeal. Senators, Congressmen and senior legislative staff have identified these
problems as “gross negligence” by the Center for Medicare and Medicare Services
(CMS). The results of which will be a limiting of access by patients to much needed
care, unqualified companies will be providing incomplete services and major metro-
politan areas will be grossly underserved during times of emergency. In addition
17,000 to 21,000 gainfully employed Americans will lose their jobs.

I have included the following attachments and would like to discuss the following
developments:

A provider from Texas, which has won the Oxygen Category in 9 Metropolitan
Statistical Areas, never provided the item before outside of their own area. Accord-
ing to Florida State records, the company is not licensed by Florida’s Agency for
Healthcare Administration as a Home Medical Equipment Provider. The Bid Winner
does not have a License to deliver Oxygen from the State’s Department of Health
eit}ﬁer. I am not sure that the company has an Occupational License in the State
either.

The first line in the Rules For Bid (RFB) states that “All suppliers must—meet
any local or state licensure requirements, if any for the item being bid” Clearly this
bid winner did not meet the requirements for the bid he won in Miami and Orlando.
I also believe that it was not the intent of Congress to allow something like this
to happen.

According to the Rules For Bid (RFB) companies were required to prove that they
could cover the complete geographical area of the MSA prior to bidding. The attach-
ment proves this Bid Winner did not have any subcontract agreements in place be-
fore they bid, as they are currently fishing for providers to do their work.

This bid winner and other out of state bid winners should clearly not win the bid
for oxygen and CPAP. Their bid should be disqualified for not meeting proper licen-
sure requirements. When their bid is disqualified, their bid price should be removed
form the Composite Bid and all of the pricing would be affected and other bid losers
should take their place.

Another attachment is from a bid winner in Miami and Orlando. This winner has
changed their policy and as of April 1, 2008 (not July 1, 2008) they are refusing
to deliver a commode or other bath safety products unless the order accompanies
Oxygen or another rented item. Providers currently compete in the market by pro-
viding equipment at a low margin in order to keep the referral source happy. Now
the bid winner does not have to compete for business and is refusing to provide
these Medicare covered items which are not subject to the bid as they are considered
inexpensive. If the Bid winner will not provide these bath safety products then who
will provide them?

This proves that the program will limit the patient’s access to care. If the patient
cannot get their prescribed medically necessary equipment from a bid winner they
are unlikely able to get the equipment else where as the typical Medicare patient
that needs a commode cannot travel to a store to purchase a 24 inch by 24 inch
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by 24 inch item on their own. It also typically does not fit in a standard compact
or mid-size automobile.

This patient will most likely not pay for the equipment to be delivered for an ad-
ditional fee. The patient may likely not get the prescribed equipment at all. It is
questionable that this patient may have a home fall due to the lack of proper equip-
ment and that would put extra costs and utilization in Medicare part A programs
such as Hospital, rehab and or future Home Health nursing.

This also brings into question the ability to discharge the patient from the hos-
pital in a timely manner. As liability issues may not allow for the patient to be dis-
charged without the proper home medical equipment in place. This will also create
increased costs and utilization for Medicare Part A. The program may save money
in Medicare Part B but again will increase costs for Medicare Part A.

——

Statement of Ryan Stevenson

According to the MLN Matters #SE0807 about competitive bidding, “Beneficiaries
who are receiving oxygen, oxygen equipment or rented DME at the time the com-
petitive bidding program becomes effective may elect to continue to receive these
items from a non-contract supplier, if the supplier is willing to continue furnishing
these items”. It also states “if the beneficiary stays with a “grandfathered” supplier,
he or she may elect to change to a contract supplier at any time, and the contract
supplier would be required to accept the beneficiary as a customer”.

According to current Medicare guidelines, oxygen rents for 36 months, and then
is capped. What happens to the contract supplier that has a beneficiary come in to
their store that has had oxygen for 35 months with a non-contract supplier and de-
cides to switch to that supplier? They are force to provide oxygen to a beneficiary
for ong months rental, and then give the beneficiary that equipment because is has
capped.

Who is to stop non-contract suppliers from recommending to there patients to do
just that, so that after 35 months, they could get new equipment?

———

Statement of Tennessee Association for Home Care

Views regarding the credibility and viability of the recent low bid companies that
saturated Round 1 are doubtful to dismal in the minds of most industry leaders
across the nation. Nearly everyone was surprised by these prices. They were much
lower than anyone expected and much lower than most existing companies with
heavy patient demand feel can be safely managed. Even the national companies,
some of which won no bids in some of the MSA sites bid out, were surprised at the
final price of the bids. How did it happen that far too many of those who studied
the program the most, who know their business the most, and who know better
than anyone what it takes to provide the products and services to patients in an
efficient, cost effective manner now are surprised and many cases eliminated by pro-
viders who say they can do it cheaper? Even CMS forecasted savings 10% less than
these prices as recent as 2006 according to its final rule for Round 1.

Is this the great price savings that CMS has bragged about for weeks, or is this
actually a red flag that may already be signaling some of the systemic deep prob-
lems with the competitive biding program? This question is critically important and
must be answered, especially in light of the unexpected and radically wide range
of prices received in these 10 MSA Round 1 zones. We have to find out the answer
to this and several other questions before we go further into this uncharted water.
Although HME providers currently do not have the authority to obtain this and
other important information from CMS, Congress must make sure that they receive
and review these answers and represent the effected Medicare population before
this test program advances further. It is relevant to know how many of the bid win-
ners have never provided services in the bid area before and how many intend to
ship most of their products to patients via UPS. It is important to know who these
companies were that sent in these low bids. What percentage of these companies
did not follow through and actually sign their winning bid award that was used to
calculate these low prices? For those that did sign the contract, what percentage of
them are not currently prepared today to immediately take on significant amounts
of business in the MSA market they won?
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We also need to know more about who did not get offered bids. We need to know
the number of small business bid losers as well as those who simply did not try to
bid knowing they could not keep up with the added costs and reduced fees. If this
program was intended to find the true market price, why did so many bidders have
their bids kicked out and rejected entirely because their bids were higher than the
predetermined limits manipulated and set by CMS? In essence, CMS imposed a su-
perficial and unrealistic glass ceiling resulting in CMS arbitrarily kicking out all
bids that did not meet its contrived preset charge limits, resulting in only an ex-
tremely small remnant of provider bids surviving this arbitrary award process.
These results have now been disingenuously presented to Congress under the ban-
ner of true competitive bid market prices that saves 26%. How can such a decision
of capriciously and recklessly eliminating large numbers of bidders that submitted
charges over this erroneous glass ceiling, who in good faith submitted real market
price bids, be allowed to be called a true market prices from an open bid process?
Since the original intent of Congress with this competitive bid program was to find
true market prices available in each MSA community, all bids should have been al-
lowed in the setting of the price rather than only those bids that were arbitrarily
filtered and hand picked by CMS. If Congress had wanted CMS to arbitrarily reset
prices for these products this way without regard to the true market prices sub-
mitted by all providers, this could have been done much more simply without all
the expensive and burdensome process of a competitive bidding process which will
cost the government hundreds of millions of dollars a year to run. How many pre-
vious small business providers (as defined by the Small Business Association—not
CMS) just got eliminated from the marketplace due to this careless process, and
what will be the impact on the patients in those communities?

John Gallagher, Vice President of Government Affairs for VGM Buying Group,
who represents over 3,500 independent Home Medical Equipment Providers, had
some very interesting public comments about this at the recent Tennessee Associa-
tion for Home Care Spring Conference held on April 1-3, 2008, in Nashville, Ten-
nessee. He stated “VGM believes that although CMS has stated that small business
providers won 64% of the bids, by VGM’s calculations, 95% of the small businesses
in the marketplace were actually eliminated.” There are growing suspicions now
that far too many of the bid winners do not have locations within the MSA market
they have been awarded bids for. It is highly likely that groups of products were
actually bid by out-of-state bidders who fully intend to ship the products into that
marketplace rather than offer them via an existing brick and mortar storefront with
accessible staff. This begs the obvious question. Just how many bid winners are not
currently operating in each MSA they won—and never will?

Several weeks ago I received a phone call from a Tennessee provider who has in-
side information on a small local pharmacy in St. Petersburg, Florida, who won the
CPAP bid in 8 of the 10 bid areas for Round 1. The pharmacy reportedly has no
experience with this kind of volume of business. The pharmacy owner reports that
he is not planning to open locations in each MSA but will drop ship all the products
via UPS. In Tennessee, CPAP items are one of six respiratory items that by state
law may only be fitted on a patient in the home by a licensed respiratory therapist.
Most patients require extensive training; over a period of several months many need
setting adjustments to their CPAP equipment and often require a change of mask
to for a better fitting to obtain patient compliance with the therapy. Patients using
this type of product need a local provider available to them. Unless the patient ob-
tains a good fitting and works closely with their provider, the investment in their
product by Medicare will be of no value. There is no savings on a product that has
S0 poor a service component with it that patient ends up not using it. Although this
particular provider in Florida can not be identified due to a confidentiality agree-
ment between the pharmacy owner and the source for this information, it can cer-
tainly be used as a starting point for congressional investigation into the over all
nature of this competitive bid model that would result in this type of bid award.
It reveals just how these prices actually ended up lower than expected and lower
than what most industry experts say is viably possible. I do not believe this type
(()jf Sé:enario was how Congress expected competitive bidding to be carried out by

MS.

This model also could very likely be imbedded in all the bids throughout the coun-
try for several product categories. Whether these companies whose winning bids are
structured with plans to simply ship the products in, later place a storefront there,
or not even sign the contract once offered, it is all the same in one regard: an ex-
tremely large number of bid winners and price setters very likely are not tried and
true tested businesses that are capable and willing to provide significant amounts
of products and services into that local bid market. Many are nothing but specula-
tive start-ups or companies with risky accelerated branch growth plans into these
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markets. Medicare patients deserve better. For legitimate quality providers who
want this privilege and want the option of growing their business into these new
markets, the option may seem fair. However, a realistic view of the players who did
this might soon wipe out all the fairness in this opportunity as it exists in this cur-
rent competitive bid model. This option may very well have opened the door to care-
less opportunists, insincere players, and companies set on gaming the system caus-
ing damage to the price formula. Companies new to a MSA can claim the smallest
of all capacities in order to qualify as a bid, yet their price weighs as much as the
largest company in the MSA. As currently designed, the competitive bid program
lacks the checks and balances needed to separate these types of bidders from more
capable, serious providers. The bidding program must be delayed immediately to
prevent this from harming patients. The system as designed does not prevent specu-
lative type bidders from having as much weight and price effect as those heavily
invested and currently accountable to large patent populations within the MSA. As
result, bids from providers outside the MSA should not be factored in the pricing
of the MSA. Providers currently with no operations inside the MSA should only be
allowed to be factored as eligible bidders from a capacity perspective if their bid is
low enough, but their bid offer should not be factored in the final MSA price. Out-
side bids are too arbitrary, meaningless, and unaccountable since they have no cur-
rent or any guaranteed future obligation to service patients in that MSA. As such,
there is absolutely no credibility in the 26% savings initially announced by CMS.

New problems associated with this new phenomenon are plentiful. Too many bid-
ders were permitted to bid who have no significant current investment cost—or any
risk for that matter—related to the submission of their speculative bid into these
markets. Even if their lower bid causes them to be offered a contract, they can sim-
ply say no to the offer without losing any preexisting revenue or profit streams from
that market. The bid, however, remains in the formula for that MSA affecting other
providers as if it was valid. This careless unreasonable decision is another example
of why CMS must have more accountability and Congress must permit judicial re-
view for this program. Should the low bidder from outside the market choose to sign
a contract, they would also be able to do so with unfair and unreasonable options
not available to the other bidders located in the area with preexisting business rev-
enue. In fact, under the current competitive bidding rules, the new company could
operate in a way that they could choose to never take on any significant revenue
by limiting their marketing for their services. In essence, they become a bid winner
with nothing invested and nothing to lose, but they have equal power to change the
“reasonable price” of that market even though they have no real accountability or
risk to prove the price is in fact reasonable (more reason to not factor their bid in
the final price). If and when they begin operations, if things do not work out, they
can simply close operations and leave before they make too sizeable investment into
the marketplace. The failure of this system is that the weight of their bid is equally
as heavy as the bid of an existing company who is fully invested with the necessary
overhead required to legitimately run a HME program and already burdened with
the heavy demand of existing patients.

The real world cost of doing business is naturally and rightfully factored into the
bids of pre-existing providers in a MSA. In general, their bids should in most cases
be higher. Speculative bidders and bidders who would have the right to enter the
marketplace in a timid and cautious manner do not have the same risk factors as
existing providers. This is unfair and unreasonable gaming of the system at its
worst. More importantly, they do not have the same responsibility or accountability
to immediately provide for the needs of the Medicare patient community in ways
that can predictably be assured or in ways that preexisting companies must factor
into their bids. Bid winners new to a MSA with no current operation there should
suffer significant penalties if they fail to fulfill their bid capacity obligation assigned
to them at the expense of an existing provider who is currently providing services
to beneficiaries. No such penalties exist under this competitive bid model. Their cur-
rent lack of accountability to the program and the patient community disrupts and
discredits the entire competitive bid system and puts patients at risk. This problem
and the fact that their low bids weigh the same as a high volume bidder are two
critical key issues that must be cured before the competitive bidding program is al-
lowed to continue. As the model is currently designed, companies bidding in a new
MSA are free and able to be bid spoilers with no risk, no loss, and no consequences
for placing a bid that is below their actual ability and in many cases their will to
perform. This is simply wrong.

These speculative bidders who have nothing to lose may well have damaged the
integrity of the entire bidding process in Round 1 with their low speculative bids,
and they could lead to destroying the entire viability of the competitive bidding pro-
gram in the future rounds if the model is unchanged. This should never have been
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permitted. The model is flawed. Two separate competitive bidding financial studies
predicted such gaming of this system, and one notified CMS as early as 4 years ago
that this would occur. More detailed information about both of these studies will be
presented as part of the comments to the House Ways and Means Committee today
by the American Association for Homecare. CMS has paid no regard to such warn-
ings and therefore has now permitted the systemic problems related to the poor de-
sign of this competitive bidding model to begin to recklessly and dangerously elimi-
nate a large number of legitimate cost effective providers in these Round 1 MSA
communities. This is poor public health management and irresponsible government
at its worst, yet there is no judicial review, no due process, and no regulatory over-
sight in place to investigate, mitigate, or cure any of these problems. Our legislators
deliberately granted CMS the ability to run this program unchecked as they saw
fit regardless of its potential harm to Medicare patients, their families, and the
HME provider network. This must be reversed. It is simply un-American.

I suspect if we could go further into the peeling off the onion, we would find more
and more areas that prove this program, in its current format, stinks from one end
to the other. Therefore, it is critically important that Congress quickly recover from
the initial intoxication of the announced 26% savings and look at the real picture.
Congress must intervene immediately before it is too late, requesting a delay in
Round I and Round II and demanding needed transparency of these issues so that
these pitfalls can be identified and altered before they are allowed to harm patients
and destroy a large portion of the quality providers throughout these MSA commu-
nities all over the country.

Statement of Wayne E. Stanfield

There is a crisis facing over 40 million Medicare beneficiaries called Competitive
bidding for durable medical equipment (DME). On behalf of those patients served
by over 113,000 DME suppliers, I am writing to ask for your help.

The Medicare Modernization Act of 2003 (MMAO3) included, in 10 of its 415
pages, a sweeping change that is now being implemented. This portion of the law,
giving broad power to the Center for Medicare and Medicaid Services (CMS) and
removing all due process from suppliers, will have a devastating impact on Medicare
beneficiaries who need care in their homes. This program puts the most needed cat-
egories of medical equipment out to the lowest bidders. It will begin July 1, 2008
in 10 cities and will expand to 70 additional cities next July.

The outcry from this small but vital component of patient care has not been heard
and we ask for your support to end this pending disaster about to affect millions
of lives. CMS has turned a blind eye to the true impact this ill-conceived program
will have on the lives of our seniors.

This is bad public policy and in reality there is nothing competitive about a proc-
ess that will reduce access to physician ordered medical equipment for Medicare pa-
tients at a time when that population is growing everyday by 7918 seniors who turn
65 year old.

For more than four years patient advocates, political leaders, DME industry lead-
ers, and economists have advised members of both the House and Senate of this im-
pending train wreck. Now is the time to act on this matter and we ask you to inter-
vene. Economic studies clearly indicate that this program will harm patients and
will decimate tens of thousands of small businesses in every state.

Congress must stop the implementation of this program before it is too late. I im-
plore you to stand and be counted on this issue. The enclosed disk has a petition
with signatures and comments of over 5000 Americans who clearly see the human
disaster this program will cause. Included also are facts that have already come to
light about the problems with the program as well as the studies produced by two
leading universities.

We believe in our democratic process and know that Congress can act to stop this
travesty from happening. As a spokesman for the patients and suppliers that will
be so harshly affected by competitive bidding, I ask you to join other members of
Congress in telling CMS to STOP implementing this program and I urge you to sup-
port legislation to repeal this portion of the MMAO3.

Thank you for your support for this time sensitive, critical issue and look forward
to hearing from you on this matter. Please contact my office if I can provide any
additional information.
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Statement of Zachary A. Schiffman

My name is Zachary Schiffman. I am the owner of United States Medical Supply,
Inc., a licensed and accredited national durable medical equipment (DME) provider
of primarily mail-order diabetic supplies employing over 170 people in Miami, FL.
As an accredited DME provider for over 10 years, we support Medicare’s efforts to
save money and reduce fraud; however, CMS’s (Center for Medicare & Medicaid
Services) Competitive Bidding Implementation Contractor (CBIC) has not performed
its fiduciary responsibility to run a fair process in the DMEPOS Competitive Bid-
ding Program mandated by Congress through the Medicare Prescription Drug, Im-
provement, and Modernization Act of 2003. I am requesting the committee petition
to CMS to stop and reevaluate the competitive bidding program due to the imple-
mentation contractor’s complete bungling of the bidding process. I urge this on be-
half of myself, my company, the Medicare program’s integrity, the DME industry,
and all Medicare beneficiaries.

History of events

Medicare was charged by the MMA Act of 2003 to institute competitive bidding
program for DME items initially in 10 cities and then to roll it out in phases nation-
ally. To institute the program, CMS hired a Competitive Bidding Implementation
Contractor (CBIC). The CBIC failed in its job to properly administer the program
in many ways most notable being 1) the bid price; and 2) the bid capacity; and
therefore this first round of bidding must be halted and reassessed immediately.

Bid Price

The CBIC was supposed to ensure the integrity of bids by ensuring that low ball
bidders did not corrupt the system. The CBIC failed to perform this fiduciary duty.
Case in point, mail order diabetic supplies were dealt a 43% drop in reimbursement
as proposed by the CBIC. At first glance, this would appear to be a windfall savings
for the Medicare program. It is not. This low price is the result of low ball bidding
by unsophisticated mom and pop operations and a few unscrupulous larger low ball
bidders. We have personally conducted interviews with some of the winning bidders
and can attest that they consciously bid below what they could realistically provide
in order to just “win the bid.”

The CBIC requested financial statements from all bidders. A simple analysis by
the CBIC of these financial statements would have shown that a 43% reduction in
reimbursement was unsustainable and unprofitable for even the lowest operating
cost companies. This analysis could have been easily been performed by the CBIC
simply by reducing a company’s revenue line by said company’s proposed percentage
discount of the company’s bid versus the current allowable price paid by Medicare.
With keeping all expenses the same, a new “post bid” net income could be attained.
I can assure you that no legitimate company in this industry would be in any way
even close to profitable with a 43% revenue reduction. It could be said that perhaps
some expenses could be reduced such as marketing and some trimming of the fat,
but such cost savings would not nearly bring any company close to profitable at a
43% revenue reduction. In fact, with the small number of winning bidders, the win-
ning bidders will have to make substantial capital investment to handle such capac-
ity increases (see capacity section) and with such a cut in reimbursement, there
would be no money to pay for said expansion.

In example of the lack of proper vetting of low ball bidders, Liberty Medical
(owned by Polymedica and since purchased by Medco) provides about 50% of the
mail-order diabetic supplies to Medicare beneficiaries. Due to their sheer size and
market dominance, they arguably have the lowest costs for product available. Their
EBITDA (earnings before interest, taxes, depreciation, and amortization; and a close
barometer of cash flow) margin is about 13% per SEC filings. Therefore, Liberty,
the lowest cost provider, could not bid more than a 13% reduction in reimbursement
and be able to sustain its business. Now, perhaps say they could trim some expenses
and advertising. This could not account for increasing the maximum discount they
could bid to more than about 20%. This is a far cry from the 43% reduction to be
implemented by CMS as per the CBIC’s negligent handling of this process.

Suffice it to say, Liberty (the 50% market share holder) did not win a bid. Neither
did any of the other public companies that had a fiduciary responsibility to bid in
such a way to run a sustainable business. Proof positive that the CBIC failed in
its job to not allow low ball bidders.

The CBIC should have disqualified any bid that would have bankrupted a com-
pany by negating its profit margin or at the very least they should have changed
said implied discount on low ball bidders bids to be equal to their EBITDA margin
thus to not allow them to submit a price that they could not sustain.
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The CBIC performed no such analysis. As per interviews we have performed with
said low ball bidders, the CBIC simply asked to see invoices for products from ex-
tremely low bidders to determine if their bids were too low. Said bidders simply sub-
mitted invoices for their lowest cost, lowest quality off brands and the CBIC took
the bids as the gospel with no analysis of other basic operating costs such as payroll,
rent, etc., etc. In fact, the proposed bid price by the CBIC is below the actual con-
tract prices of 90% of the manufactured products by market share such as those of
Lifescan, Roche, and Bayer.

This in and of itself would be a travesty to let go further and Medicare bene-
ficiaries will suffer with low cost, low quality products much less if these low ball
bidders even remain in business.

Bid Capacity

The CBIC was supposed to ensure the integrity of bids by ensuring that the se-
lected providers would be able in total to service the capacity demand of the mar-
kets they service. The CBIC failed to perform this fiduciary duty. The CBIC re-
quested all bidders estimate the capacity increase that they could absorb if they won
a bid. The CBIC was supposed to assess whether this proposed capacity increase
was indeed accurate and throw out the bids of providers who overstated their poten-
tial capacity to block out other providers. The CBIC appears to have done no such
analysis.

In mail-order diabetic supplies, there are over 500 providers. Only about 20 com-
panies won bids. What are the other companies to do? In fact, the top 3 companies,
Liberty, CCS Medical, and Access Medical, totaling a market share over 75% did
not win bids. In order to meet the same capacity of these top 3 providers, the CBIC
would have had to select more than the next 50 providers. They obviously did not.
The drop off in volume of the providers past the top 10 drops off so substantially
that providers 11 to more than 200 would have to be selected to reach the same
capacity as the top 3 providers. Since less than 20 providers won and none of the
top 3 won AND at least 25% were mandated to be small providers, it is obvious that
the CBIC made no efforts to ensure that unscrupulous bidders didn’t bid low and
grossly over estimate capacity to knock legitimate companies out of the process.

At the very least, the CBIC should have capped any provider’s given capacity in-
crease to an arguably aggressive 20-50% over the capacity for the previous year.
They did no such thing. In fact, given that it is obvious that the CBIC accepted tre-
mendous capacity increase estimates from its bidders, substantial capital invest-
ment will be required by these providers. As per the extremely low bid prices (see
previous section) these winning bidders will have no resources to even attempt to
achieve these capacity increases let alone the fact that the creation of a growth plat-
form takes not only money, but time in numerous regards such as acquiring space,
training people, implementing infrastructure, etc. In fact, The CBIC proposes that
these winning bidders (who will obviously have to substantially increase their capac-
ity beyond reason) begin to be the sole providers to Medicare beneficiaries for the
product categories they won in 3 months! Another example of the bungling of this
process by the CBIC.

In light of the above, I implore you to make all due haste in stopping the DME
Competitive Program until the CBIC can justify its methods in light of the above
obvious errors.

O
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